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ACTION:  Proposed  Rules;  Notice  of 
Public  Meeting. 

SUMMARY:  This  notice  reproposes  the 
inventory  reporting  regulations  first 
proposed  on  March  9,  1977  in  the  Fed¬ 
eral  Register  and  supplemented  there¬ 
after.  Specifically,  these  reproposed  reg¬ 
ulations  would  require  some  manufac¬ 
turers: 

(1)  To  report  the  identity  of  each 
chemical  substance  manufactured  (or 
imported)  for  a  commercial  purpose  and 
the  site  of  such  manufacture; 

(2)  To  estimate  the  amount  of  each 
such  chemical  substance  manufactured 
or  imported  at  each  site; 

(3)  To  indicate  whether  each  such 
chemical  substance  is  manufactured  and 
used  only  within  one  site;  and 

(4)  To  indicate  whether  the  respond¬ 
ent  is  a  manufacturer,  processor,  and/ 
or  importer  of  each  such  chemical  sub¬ 
stance. 

In  addition,  these  reproposed  regula¬ 
tions  would  authorize  certain  other  per¬ 
sons  to  report  such  information  at  their 
discretion. 

DATES:  Written  comments  must  be  re¬ 
ceived  on  or  before  September  16,  1977. 
EPA  will  hold  a  public  meeting  in  Wash¬ 
ington,  D.C.  on  August  24,  1977  to  pro¬ 
vide  an  opportunity  for  oral  comments. 
Details  are  provided  below. 

ADDRESS:  Comments  should  be  ad¬ 
dressed  to  the  Federal  Register  Section 
(WH-557),  Office  of  Toxic  Substances, 
Attention:  Vicki  Briggs,  Environmental 
Protection  Agency,  401  M  Street  SW., 
Washington,  D.C.  20460.  Comments 
should  be  filed  In  triplicate  and  bear 
the  identifying  notation  OTS-081002.  All 
written  comments  filed  pursuant  to  this 
notice  will  be  available  for  public  In¬ 
spection  at  that  office  from  8:30  a.m. 
to  4:00  p.m.  Monday  through  Friday. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Mr.  John  Ritch,  Office  of  Industry  As¬ 
sistance,  Office  of  Toxic  Substances 
(TS-788) ,  Environmental  Protection 
Agency,  401  M  Street,  SW.,  Washing¬ 
ton,  D.C.  20460,  202-755-0535. 

SUPPLEMENTARY  INFORMATION: 
These  regulations  are  proposed  under 
the  authority  of  subsection  8(a)  of  the 
Toxic  Substances  Control  Act  (90  Stat. 
2003;  15  U.S.C.  2601  et  seq.;  hereinafter 
referred  to  as  TSCA) . 

On  March  9,  1977,  EPA  first  published 
In  the  Federal  Register  (42  FR  13130) 
proposed  Inventory  reporting  regulations 
to  govern  reporting  of  chemical  sub¬ 


stances  for  Inclusion  on  an  inventory  of 
chemical  substances  required  by  subsec¬ 
tion  8(b)  of  TSCA.  On  April  12.  1977, 
EPA  published  a  supplemental  notice  of 
proposed  rulemaking  In  the  Federal 
Register  (42  FR  19298)  providing  ad¬ 
ditional  Information  pertaining  to  the 
proposed  inventory  regulations.  This  no¬ 
tice  set  forth  instructions  for  use  of  a 
Candidate  List  of  Chemical  Substances 
and  specified  minerals  which  EPA  pro¬ 
posed  to  include  in  the  inventory  of 
chemical  substances.  On  April  28,  1977, 
EPA  published  a  notice  of  availability 
of  the  Candidate  List  of  Chemical  Sub¬ 
stances  for  use  in  reporting  chemicals 
for  inclusion  on  the  inventory  (42  FR 
21639) .  In  addition,  on  July  8,  1977,  the 
Agency  published  a  notice  to  amend  the 
procedures  for  securing  a  copy  of  the 
Candidate  List  on  computer-readable 
tape  (42  FR  35183). 

On  April  18,  1977,  EPA  held  a  public 
meeting  in  Washington,  D.C.  to  provide 
interested  persons  an  opportunity  to 
comment  publicly  on  the  proposed  regu¬ 
lations.  In  addition,  approximately  200 
persons  have  submitted  written  com¬ 
ments  on  the  proposed  regulations.  Both 
the  transcript  of  the  public  meeting  and 
the  written  comments  are  available  for 
inspection  by  the  public  in  the  Federal 
Register  Office  of  the  Office  of  Toxic 
Substances. 

As  a  result  of  these  comments,  EPA 
has  decided  to  repropose  the  inventory 
reporting  regulations  to  require  addi¬ 
tional  reporting  by  some  persons  and  less 
reporting  by  others. 

Participation  in  the  Public  Meeting 

The  public  meeting  on  these  proposed 
regulations  will  be  on  Wednesday,  Aug¬ 
ust  24,  1977  from  9:00  a.m.  to  4:30  p.m. 
in  the  Thomas  Jefferson  Auditorium  of 
the  Department  of  Agriculture,  14th  and 
Independence  Avenue,  SW.,  Washington, 
D.C.  Persons  who  want  to  reserve  time 
to  present  their  comments  at  that  meet¬ 
ing  should  contact  Vicki  Briggs  at  the 
address  provided  above  or  telephone  202- 
426-9819.  Each  person  may  request  up  to 
15  minutes  although  less  time  may  be 
allotted  depending  upon  the  number  of 
participants.  EPA  will  make  a  transcript 
of  the  proceedings  for  public  inspection. 

Status  of  Reproposal 

The  record  of  this  rulemaking  will  in¬ 
clude  all  comments  received  in  response 
to  the  earlier  notices  of  proposed  rule- 
making  as  well  as  the  comments  re¬ 
ceived  in  response  to  this  notice.  The 
public  is  encouraged  to  review  the  earlier 
notices  of  proposed  rulemaking  if  any 
questions  arise  concerning  the  context 
of  these  reproposed  regulations.  While 
EPA  would  welcome  comments  on  any 
aspect  of  these  proposed  regulations, 
persons  are  encouraged  to  direct  their 
comments  to  the  new  provisions  pro¬ 
posed  here  and  not  duplicate  comments 
submitted  earlier  on  other  aspects  of 
the  proposed  regulations.  EPA  will  re¬ 
spond  to  all  the  comments  submitted  in 
response  to  the  proposed  rulemaking 
notices  in  the  final  inventory  reporting 
regulations. 


Modifications  of  Initial  Reporting 
Requirements 

The  main  purpose  in  revising  the  pro¬ 
posed  approach  is  to  use  these  initial  re¬ 
porting  requirements  not  only  to  com¬ 
pile  the  inventory  required  by  section  8 
(b)  but  also  to  fulfill  the  Congressional 
intent,  as  stated  in  section  2  of  TSCA, 
that  adequate  data  be  developed  for  im¬ 
plementation  of  TSCA  and  other  au¬ 
thorities  directed  to  regulating  risks  as¬ 
sociated  with  chemical  substances.  Al¬ 
though  the  regulations  proposed  on 
March  9,  1977  would  have  required 
manufacturers  to  report  chemical  sub¬ 
stances  manufactured  for  commercial 
purposes,  the  proposed  approach  would 
not  have  required  reporting  concerning 
production  sites  or  the  quantities  pro¬ 
duced. 

In  contrast  to  EPA's  original  proposal, 
the  revised  version  published  here  would 
require  certain  manufacturers  not  only 
to  identify  the  chemical  substances  in 
commerce  but  also  to  report  where  the 
chemical  substances  are  manufactured 
and  in  what  quantities.  This  information 
will  be  valuable  for  estimating  the 
potential  exposure  to  chemical  sub¬ 
stances  for  monitoring,  control,  and  pre¬ 
ventive  actions.  For  example,  plant  site 
information  would  be  useful  in  identify¬ 
ing  possible  sources  of  hazardous  chemi¬ 
cals,  especially  in  an  emergency.  Data 
on  the  quantities  of  chemical  substances 
in  commerce  would  enable  EPA  and 
other  agencies  to  select  substances  for 
priority  attention  among  the  tens  of 
thousands  in  commerce. 

These  amendments  would  expand  the 
scope  of  the  initial  reporting  require¬ 
ments,  but  would  limit  the  applicability 
of  the  requirements  to  those  persons  with 
establishments  that  are  primarily  en¬ 
gaged  in  the  manufacture  of  chemical 
substances.  Accordingly,  only  the  ap¬ 
proximately  20,000  establishments  in  the 
Standard  Industrial  Classification  Ma¬ 
jor  Group  28  (Basic  Chemicals  and 
Allied  Products)  and  Group  2911  (Petro¬ 
leum  Refining)  would  be  required  to  re¬ 
port  each  chemical  substance  manu¬ 
factured  at  the  production  site  and  the 
volume  of  production.  Manufacturers 
outside  these  groups  would  not  be  re¬ 
quired  to  report.  These  latter  persons 
could  choose  to  report  or  could  authorize 
a  trade  association  to  report  to  ensure 
chemical  substances  which  they  manu¬ 
facture  are  included  on  the  inventory. 
The  hundreds  of  thousands  of  chemical 
processors  may  report  during  a  limited 
period  following  publication  of  the  initial 
inventory.  EPA  may  require  reporting  by 
any  of  these  manufacturers  or  proces¬ 
sors  as  part  of  its  phased  reporting 
strategy  under  section  8(a),  discussed  in 
the  following  section. 

Other  amendments  to  the  March  9, 
1977  proposal  include  a  requirement  that 
manufacturers  indicate  whether  a  chemi¬ 
cal  substance  is  manufactured  and  proc¬ 
essed  solely  within  one  site  and  not  dis¬ 
tributed  for  a  commercial  purpose  out¬ 
side  that  site.  EPA  is  considering  spe¬ 
cially  designating  these  chemical  sub¬ 
stances  on  the  inventory  and  providing 
under  section  5(a)(2)  that  any  use  of 
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those  substances  for  commercial  pur¬ 
poses  outside  the  manufacturing  site 
would  be  considered  a  “significant  new 
use.”  In  addition,  respondents  would  be 
required  to  indicate  whether  they  manu¬ 
facture,  process,  and/or  import  a  chemi¬ 
cal  substance.  Knowing  which  persons 
manufacture,  import,  or  process  a  re¬ 
ported  chemical  substance  would  enable 
EPA  to  direct  any  future  notice  or  re¬ 
quirement  to  appropriate  persons  and 
permit  the  Agency  to  estimate  how  much 
of  a  substance  is  manufactured  domesti¬ 
cally  and  how  much  is  imported. 

Various  representatives  of  the  Federal 
government  and  environmental  groups 
have  urged  EPA  to  amend  the  initial  re¬ 
porting  requirements  to  include  report¬ 
ing  on  uses  of  chemical  substances.  EPA 
recognizes  the  importance  of  obtaining 
use  information  in  order  to  estimate  ex¬ 
posure  to  a  chemical  substance.  However, 
incorporating  use  reporting  into  the 
initial  requirements  would  substantially 
delay  the  publication  of  the  inventory, 
perhaps  for  more  than  a  year  after  the 
statutory  date.  Premanufacture  notifica¬ 
tion  of  new  chemicals  would  be  delayed 
accordingly. 

For  this  and  other  reasons,  EPA  de¬ 
cided  to  postpone  use  reporting  to  the 
second  phase  of  its  reporting  strategy,  as 
described  below. 

Overall  Strategy 

By  reproposing  the  inventory  regula¬ 
tions,  EPA  recognizes  that  it  will  be  un¬ 
able  to  meet  the  statutory  deadline  for 
publication  of  the  inventory  in  November 
1977.  Nonetheless,  EPA  believes  that  the 
proposed  delay  is  warranted  by  the  im¬ 
portance  of  the  data  base  that  would  be 
generated  as  a  foundation  for  implemen¬ 
tation  of  TSCA.  At  the  same  time,  EPA 
will  not  attempt  to  develop  a  comprehen¬ 
sive  data  base  on  all  chemical  substances 
through  the  initial  reporting  require¬ 
ments.  EPA  has  developed  an  overall 
strategy  for  data  development  under  sec¬ 
tion  8(a)  of  TSCA.  These  initial  report¬ 
ing  requirements  are  the  first  of  three 
phases. 

The  second  phase  of  EPA’s  pro¬ 
posed  strategy  will  be  initiated  after 
these  regulations  are  final  this  fall. 
In  this  phase,  EPA  will  address 
chemical  substances  selected  because 
of  their  concern  to  EPA,  the  Occu¬ 
pational  Safety  and  Health  Administra¬ 
tion  (OSHA),  the  Consumer  Product 
Safety  Commission  (CPSC),  as  well  as 
to  other  agencies  and  interested  parties. 
Manufacturers  and  processors  of  those 
chemical  substances  may  be  required  to 
submit  use  information,  including  the 
estimated  amounts  of  a  chemical  sub¬ 
stance  manufactured  or  processed  for 
each  use.  In  addition.  EPA  would  con¬ 
sider  asking  for  information  on  impuri¬ 
ties,  byproducts,  worker  exposure,  and 
other  factors  as  needed  for  specific 
chemical  substances  or  categories  of 
chemical  substances. 

The  third  phase  of  EPA’s  reporting 
strategy  would  begin  after  the  inventory 
is  published  in  1978.  EPA  would  by  regu¬ 
lation  require  reporting  under  section 
8(a)  for  additional  chemical  substances 


selected  in  part  on  the  basis  of  their  rel¬ 
ative  production  volumes  as  reported 
under  the  initial  reporting  requirements. 
During  this  phase,  EPA  Intends  to  de¬ 
velop  the  data  base  for  a  larger  portion 
of  chemical  substances  in  commerce  with 
respect  to  their  use,  exposure  and  other 
factors.  Finally,  in  addition  to  such  sys¬ 
tematic  reporting,  EPA  anticipates  that 
it  may  ask  for  information  on  certain 
chemical  substances  as  needed  by  the 
Department  of  Labor  and  others  in 
emergency  situations. 

In  determining  what  information  to 
require  in  each  of  these  phases,  EPA  will 
of  course  review  alternative  sources  of 
data  such  as  information  available  under 
Section  308  of  the  Federal  Water  Pollu¬ 
tion  Control  Act  Amendments  of  1972 
and  other  authorities,  and  will  minimize 
duplicative  reporting  requirements. 

Definitions  of  Small  Manufacturers 
for  These  Regulations  Only 

In  proposing  an  expanded  approach  to 
the  inventory  reporting  requirements, 
EPA  would  require  certain  manufactur¬ 
ers  and  importers  to  report  information 
in  addition  to  the  identities  of  chemical 
substances  in  commerce.  Paragraph 
710.5(d)  of  these  proposed  regulations 
outlines  this  information.  Although 
TSCA  section  8<a)  provides  broad  au¬ 
thority  to  EPA  to  require  information 
necessary  for  the  administration  of  the 
Act,  EPA  may  require  “small  manufac¬ 
turers  and  processors”  to  submit  only  in¬ 
formation  required  for  compilation  of 
the  initial  inventory  or  concerning  a 
chemical  substance  which  is  subject  to 
a  proposed  rule  or  order  under  TSCA 
section  4,  5,  or  6,  or  court  action  under 
section  5  or  7. 

Some  of  the  additional  information 
outlined  in  paragraph  710.5(d),  such  as 
production  volume  and  the  manufactur¬ 
ing  sites  of  a  chemical  substance,  may 
not  be  considered  necessary  for  compila¬ 
tion  of  the  initial  inventory.  Therefore, 
EPA  may  not  be  authorized  to  require 
submission  of  that  information  from 
“small  manufacturers”  under  these  reg¬ 
ulations.  Accordingly,  EPA  is  proposing 
to  define  which  persons  qualify  as  “small 
manufacturers”  for  the  purpose  of  these 
regulations  and  to  exempt  small  manu¬ 
facturers  from  certain  of  these  report¬ 
ing  requirements. 

The  definition  of  “small  manufac¬ 
turer”  proposed  here  is  a  one-time  defi¬ 
nition  intended  to  apply  solely  to  these 
regulations.  Accordingly,  it  would  only 
apply  to  manufacturers  in  SIC  groups 
28  and  2911  and  to  importers  of  chemical 
substances.  Persons  should  not  interpret 
this  definition  as  indicative  of  future 
definitions  which  will  be  proposed  for  the 
purpose  of  subsequent  regulations  under 
section  8(a)  of  TSCA.  Those  definitions 
for  “small  manufacturers”  will  take  into 
account  the  burdens  of  complying  with 
the  future  reporting  and/or  record¬ 
keeping  requirements. 

Section  8(a)(3)(B)  of  TSCA  provides 
that,  after  consulting  with  the  Small 
Business  Administration,  the  Adminis¬ 
trator  shall  by  rule  prescribe  standards 
for  determining  the  manufacturers  and 


processors  which  qualify  as  “small  man¬ 
ufacturers  and  processors.”  The  legisla¬ 
tive  history  of  TSCA  shows  that  the  Sen¬ 
ate  bill  contained  no  exemption  from  the 
reporting  requirements  for  small  manu¬ 
facturers  and  processors.  The  House  bill 
first  introduced  this  provision  because 
reporting  and  record-keeping  require¬ 
ments  “may  impose  a  particularly  heavy 
burden  on  small  manufacturers  and 
processors”  (H.R.  Rep.  No.  94-1341,  94th 
Cong.,  2d  Sess.  42  (1976)).  The  Confer¬ 
ence  substitute  retained  the  exemption 
of  the  House  amendment  in  order  to 
“protect  small  manufacturers  and  proc¬ 
essors  from  unreasonably  burdensome  re¬ 
quirements”  (italics  added)  (H.R.  Rep. 
No.  94-1679,  94th  Cong.,  2d  Sess.  80 
(1976)). 

In  exempting  “small  manufacturers 
and  processors”  from  certain  reporting 
requirements.  Congress  intended  that 
EPA  balance  its  need  for  certain  infor¬ 
mation  with  the  burden  imposed  upon 
small  manufacturers  and  processors  in 
submitting  that  information.  As  dis¬ 
cussed  above,  EPA  believes  that  the  in¬ 
formation  which  would  be  required  by 
these  regulations  is  necessary  to  estab¬ 
lish  a  data  base  for  implementation  of 
TSCA  and  other  authorities  directed  to 
regulating  risks  associated  with  chemi¬ 
cal  substances.  In  developing  the  pro¬ 
posed  exemption  from  these  reporting 
requirements,  EPA  has  consulted  with 
the  Small  Business  Administration 
(SBA)  and  others  in  order  to  assess  the 
administrative  and  economic  burdens  for 
small  manufacturers  of  complying  with 
these  reporting  regulations. 

As  proposed  in  5  710.2  of  these  regu¬ 
lations,  the  term  “small  manufacturer 
or  importer”  means  “a  manufacturer 
who  (a)  has  only  a  single  manufacturing 
site,  and  either  (b)  has  total  sales  of 
less  than  $100,000,  based  on  the  manu¬ 
facturer’s  latest  complete  fiscal  year,  or 
(c)  has  no  more  than  2,000  pounds  an¬ 
nual  production  (i.e.,  amount  manufac¬ 
tured  and  imported)  of  each  manufac¬ 
tured  chemical  substance.  In  the  case  of  a 
company  which  is  owned  or  controlled  by 
another  company,  such  factors  would  ap¬ 
ply  to  the  parent  company  and  all  com¬ 
panies  owned  or  controlled  by  it  taken 
together.” 

Manufacturers  and  importers  which 
fall  within  this  definition  would  be  ex¬ 
empt  from  reporting  production  volume. 
They  would  not  be  exempt  from  report¬ 
ing  the  following  information,  which  is 
necessary  for  compilation  of  the  inven¬ 
tory:  The  identities  of  the  chemical  sub¬ 
stances  they  manufacture  or  import:  the 
business  address:  whether  a  chemical 
substance  is  used  solely  within  the  man¬ 
ufacturing  site:  or  whether  they  manu¬ 
facture,  process,  and/or  import  the 
chemical  substance.  Any  small  manufac¬ 
turer  whose  chemical  substance  is  not 
included  on  the  initial  inventory  would 
be  subject  to  the  premanufacture  notifi¬ 
cation  requirements  of  TSCA  section  5. 

In  considering  alternative  definitions, 
EPA  is  evaluating  the  burden  of  comply¬ 
ing  with  the  expanded  reporting  require¬ 
ments  in  light  of  the  fact  that  manufac¬ 
turers  and  Importers  would  already  be 
reporting  the  identities  of  chemical  sub- 
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stances  for  the  inventory.  In  promulgat¬ 
ing  these  regulations.  EPA  will  probably 
define  “small”  in  terms  of  (a)  plant  site, 
and  either  (b)  sales  or  (c)  production 
levels,  incorporating  only  two  parame¬ 
ters  in  the  final  definition. 

With  respect  to  the  alternative  of  de¬ 
fining  the  term  “small  manufacturer” 
in  terms  of  clauses  (a)  and  (b)  above, 
the  number  of  plant  sites  is  indicative  of 
the  management  structure  of  a  company 
and  the  likelihood  that  the  information 
required  would  already  exist  in  a  cen¬ 
tralized  form.  Information  on  the  total 
annual  sales  of  all  products  is  generally 
available  to  all  manufacturers.  It  also  is 
a  measure  of  size  in  terms  of  dollars  and 
therefore  is  relevant  to  the  burden  im¬ 
posed  by  these  reporting  requirements. 
EPA  considers  $100,000  an  appropriate 
level  above  which  all  manufacturers 
should  be  able  to  comply  with  the  addi¬ 
tional  requirements  of  this  regulation 
without  undue  economic  burden.  If  the 
manufacturer  is  owned  or  controlled  by 
another  company,  the  manufacturer 
should  compute  both  the  total  annual 
sales  and  the  number  of  plant  sites  on 
the  basis  of  the  sales  and  number  of 
plants  in  the  United  States  for  that  com¬ 
pany  as  a  whole. 

If  “small”  is  defined  in  terms  of  (a) 
and  (b),  potentially  as  many  as  20  per¬ 
cent  of  the  firms  in  Standard  Industrial 
Classification  Major  Group  28  (SIC  28  >, 
Chemicals  and  Allied  Products,  would 
be  considered  “small  manufacturers.” 
However,  the  exempted  manufacturers 
contribute  a  very  small  fraction,  less 
than  one  percent,  of  the  total  sales 
within  SIC  28. 

Alternatively,  if  EPA  chose  to  define 
“small  manufacturer”  in  terms  of 
clauses  (a)  and  (c)  above,  one  plant  site 
and  no  more  than  2.000  pounds  annual 
production  of  any  chemical  substance, 
the  number  of  establishments  which 
would  be  exempted  from' reporting  pro¬ 
duction  would  probably  be  far  fewer.  In 
fact,  the  effect  of  using  the  criteria  in 
clauses  (a)  and  (c)  would  be  to  exempt 
those  persons  who  only  manufacture 
chemical  substances  in  less  than  2,000 
pounds  from  reporting  the  estimated 
production  levels  of  those  substances. 
EPA  solicits  comments  on  this  alterna¬ 
tive,  especially  with  respect  to  the  num¬ 
ber  of  pounds  selected  for  setting  the 
exemption. 

EPA  also  solicits  comments  on  this 
proposed  definition  of  “small  manufac¬ 
turer,”  including  any  quantitative  data 
on  the  estimated  costs  of  compliance,  the 
number,  sizes,  and  types  of  firms  for 
which  it  may  be  a  significant  additional 
burden,  or  other  information  which  de¬ 
scribes  the  impact  of  these  reporting  re¬ 
quirements  on  small  manufacturers.  For 
example,  EPA  anticipates  that  reporting 
production  may  be  burdensome  for  some 
manufacturers,  particularly  those  who 
use  batch  processing  to  produce  a  variety 
of  chemicals  and  keep  records  of  produc¬ 
tion  only*  on  the  basis  of  shipments  or 
customer  invoices.  EPA  would  also  ap¬ 
preciate  any  comments  on  other  possible 
parameters  for  defining  “small  manufac¬ 


turer,”  such  as  profits,  market  share,  fi¬ 
nancial  assets,  or  the  number  of  em¬ 
ployees. 

Other  Definitions 

■  As  indicated  in  S  710.2,  EPA  proposes 
to  revise  many  of  the  definitions  pub¬ 
lished  in  the  March  9,  1977  proposed 
regulations.  The  definitions  are  included 
in  §  710.2  rather  than  S  700.2  so  that  their 
applicability  will  be  limited  to  these 
regulations  and  not  automatically  extend 
to  subsequent  regulations  under  TSCA. 
While  minor  proposed  changes  to  the 
originally  proposed  terms  are  included 
in  the  new  §  710.2,  these  changes  are 
not  discussed  here  as  they  will  be  ad¬ 
dressed  in  the  final  regulations. 

Several  definitions  included  in  the 
March  9,  1977  regulations  were  taken 
from  other  authorities.  Specifically,  the 
definitions  of  “food  additive,”  “drug," 
"cosmetic,”  “device,”  “special  nuclear 
material,”  “nuclear  byproduct  material,” 
“nuclear  source  material,”  and  “pes¬ 
ticide”  were  incorporated  without  modi¬ 
fication  from  other  regulations.  Instead 
of  including  these  definitions  in  their 
entirety  in  these  regulations,  EPA  would 
include  them  by  reference.  Thus  any 
changes  in  the  other  statutes  will  auto¬ 
matically  be  reflected  in  these  regula¬ 
tions. 

Included  in  these  proposed  regulations 
are  three  additional  terms.  EPA  is  pro¬ 
posing  to  define  “article”  as  a  “manu¬ 
factured  item  (a)  which  is  formed  to  a 
specific  shape  or  design  during  manu¬ 
facture,  (b)  which  has  end  use  func¬ 
tion  <s)  dependent  in  whole  or  in  part 
upon  its  shape  or  design  during  end  use, 
and  (c)  which  is  functional  in  its  end 
use  is)  without  change  of  chemical  com¬ 
position  during  its  end  use;  except  that 
(d)  fluids  and  particles  are  not  con¬ 
sidered  articles  regardless  of  shape  or 
design.”  This  definition  is  added  to 
clarify  proposed  8  710.4(d)(6)  which 
would  exclude  from  the  inventory,  and 
from  these  reporting  requirements,  a 
chemical  substance  which  is  the  result 
of  a  chemical  reaction  that  occurs  upon 
use  of  curable  plastic  molding  compounds 
and  other  chemical  substances  to  manu¬ 
facture  an  article  destined  for  the  mar¬ 
ketplace  without  further  chemical 
change.  Examples  of  this  are  chemical 
substances  that  form  during  the 
thermosetting  process  in  forming  plastic 
articles,  firing  pottery  or  enamel  prod¬ 
ucts,  setting  concrete  sidewralks,  or  mold¬ 
ing  rubber  products.  This  exclusion  is 
discussed  further  below  under  the  sec¬ 
tion  “Chemical  Substances  Excluded 
From  the  Inventory.” 

Related  to  this  is  the  proposed  defini¬ 
tion  of  “manufacture,  process,  or  import 
‘for  commercial  purposes'  ”  which  means 
to  manufacture,  process,  or  import  for 
use  by  the  manfacturer,  as  well  as  for 
distribution  in  commerce,  for  use  as  a 
catalyst  or  an  intermediate,  and  for  test 
marketing  purposes.  This  definition  is 
intended  to  clarify  that  chemical  sub¬ 
stances  that  are  used  by  the  manufac¬ 
turer,  not  only  as  an  intermediate  or 
catalyst  in  the  manufacture  of  another 


chemical  substance,  but  also  in  the 
manufacture  of  a  mixture  or  an  article 
or  in  any  other  way,  would  be  subject 
to  these  regulations.  Accordingly,  chemi¬ 
cal  substances  which  are  manufactured 
and  then  converted  by  the  manufacturer 
into  an  article  should  be  reported  by 
that  manufacturer  and  would  not  be 
excluded  from  reporting  for  the  inven¬ 
tory  under  8  710.4(d)(6).  For  example, 
a  person  who  manufactures  a  polymer 
and  then  converts  the  polymer  into  a 
synthetic  fiber  should  report  the  poly¬ 
mer. 

The  term  “establishment”  is  defined 
as  “an  economic  unit,  generally  at  a 
single  site,  as  defined  for  purposes  of 
the  Standard  Industrial  Classification  of 
Establishments.  There  may  be  more  than 
one  establishment  at  a  single  site.”  This 
term  is  necessary  to  clarify  proposed 
§  710.3(a)  which  would  provide  that  only 
manufacturers  with  establishments  in 
certain  Standard  Industrial  Classifica¬ 
tion  (SIC)  groups  would  be  required  to 
report. 

EPA  is  proposing  to  define  the  term 
“site”  as  “each  contiguous  property 
unit  where  a  chemical  suhstance  is 
manufactured  or  processed  whether  or 
not  such  site  is  independently  owned  or 
operated.  Property  divided  only  by  a  pub¬ 
lic  right  of  way  shall  be  considered  one 
site.  For  the  purposes  of  imported 
chemical  substances,  the  site  shall  be  the 
business  address  of  the  importer.”  While 
all  persons  are  encouraged  to  report  by 
site,  8  710.5(a)(1)  would  require  only 
those  persons  required  to  report  under 
§  710.3(a)  to  report  by  site.  EPA  solicits 
comment  on  these  definitions  and  the 
clarity  of  the  reporting  requirements 
with  respect  to  articles,  establishments, 
and  sites. 

Applicability:  Who  Must  Report;  Who 

May  Report,  Who  May  Not  Report 

Section  710.3  is  intended  to  clarify  who 
must  report  for  the  inventory  under 
these  regulations  and  for  whom  report¬ 
ing  is  optional.  In  addition,  the  section 
states  who  may  not  report  Although 
these  regulations  expand  the  informa¬ 
tion  obtained,  EPA  is  proposing  to  limit 
the  expanded  reporting  requirements 
primarily  to  those  establishments  which 
are  the  basic  manufacturers  of  chemical 
substances. 

Under  the  March  9.  1977  proposal, 
every  person  who  currently  manufac¬ 
tures  a  chemical  substance  for  commer¬ 
cial  purposes  would  have  had  to  report 
that  substance  for  the  inventory.  Many 
comments  emphasized  that  this  approach 
would  require  duplicative  reporting  by 
persons  who  are  not  generally  recognized 
as  part  of  the  chemicals  industry  but 
who.  for  economic  reasons  or  special  pur¬ 
poses,  manufacture  a  limited  number  of 
chemical  substances  essential  to  their 
processes.  For  example,  in  the  pulp  and 
paper  industry,  pulp  mills  manufacture 
sodium  hydroxide  and  other  chemical 
substances  as  part  of  their  recovery  proc¬ 
esses.  If  EPA  adopted  the  approach  of 
the  March  9,  1977  proposal,  there  may  be 
more  than  400  such  establishments  re- 
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porting  that  they  manufacture  sodium 
hydroxide  or  other  chemical  substances 
common  to  pulp  manufacture. 

As  an  alternative,  these  initial  report¬ 
ing  requirements  would  focus  on  the 
chemical  and  allied  products  sector  of 
the  manufacturing  industry  and  the 
petroleum  refining  sector,  as  defined  by 
SIC  Major  Group  28  and  Group  2911.  re¬ 
spectively.  Major  Group  28  includes  the 
manufacturers  of  chemicals  such  as 
acids,  alkalies,  and  organics;  synthetic 
fibers  and  plastics;  dry  colors  and  pig¬ 
ments;  soaps  and  detergents;  and  paints 
and  fertilizers.  Group  2911,  petroleum  re¬ 
fining.  is  the  basis  of  the  organic  chem¬ 
icals  industry. 

Establishments  subject  to  TSCA  which 
fall  outside  these  SIC  groups  are  pri¬ 
marily  involved  in  processing  chemical 
substances,  such  as  fabricating  plastic 
and  rubber  products  or  treating  articles 
such  as  textiles  and  metals,  and  would 
not  be  required  to  report.  In  most  cases 
the  chemical  substances  they  manufac¬ 
ture  would  be  reported  by  establishments 
in  SIC  Group  28.  To  the  extent  that  they 
manufacture  chemical  substances  for 
special  purposes  that  may  not  otherwise 
be  reported  for  the  inventory,  they  would 
be  responsibile  for  ensuring,  either 
through  trade  associations  or  indi¬ 
vidually,  that  those  substances  were  in¬ 
cluded  in  the  inventory.  Otherwise,  if 
these  substances  are  not  included  in  the 
inventory,  any  person  who  manufactured 
or  imported  the  substances  would  be 
subject  to  premanufacture  notification 
requirements  under  section  5(a)  (11(A) 
of  TSCA. 

One  advantage  of  limiting  required  re¬ 
porting  primarily  to  manufacturing  es¬ 
tablishments  in  the  chemical  and  allied 
products  sectors  of  industry  would  be 
that  EPA  would  be  able  to  direct  the  re¬ 
porting  requirements  to  20.000  establish¬ 
ments  rather  than  to  225,000  or  more  es¬ 
tablishments.  most  of  which  primarily 
process  chemical  substances,  as  ex¬ 
plained  above.  Those  establishments  in 
SIC  group  28  represent  approximately  95 
percent  of  chemical  production. 

Further,  if  someone  identified  a  hazard 
associated  with  the  processing  of  a  chem¬ 
ical  substance  or  wanted  to  know  exactly 
what  chemical  substances  may  be  manu¬ 
factured  or  processed  by  establishments 
outside  SIC  groups  28  and  2911,  EPA  has 
authority  under  section  8(a)  to  require 
such  detailed  reporting.  As  mentioned  in 
the  discussion  of  EPA’s  overall  strategy. 
EPA  intends  to  implement  this  general 
reporting  authority  to  develop  a  data 
base  on  those  substances  for  which  there 
is  significant  human  or  environmental 
exposure  or  some  other  reason  for 
coricern. 

EPA  solicits  comments  on  this  pro¬ 
posal  to  limit  required  reporting  to  estab¬ 
lishments  in  SIC  groups  28  and  2911. 
Specifically.  EPA  assumes  that  there  may 
be  manufacturers  who  do  not  know  In 
which  SIC  group  their  establishment  ap¬ 
propriately  belongs.  Others  may  have 
been  categorized  in  one  group  five  years 
ago  and  have  since  changed  their  pri¬ 
mary  economic  activity  and  belong  in  a 
different  SIC  group.  EPA  intends  to  no¬ 


tify  each  establishment  which,  to  the 
best  of  EPA’s  knowledge,  should  be  in¬ 
cluded  in  the  SIC  groups  28  or  2911.  If 
for  some  reason  a  person  has  not  been 
directly  notified  and  would  belong  in 
SIC  groups  28  or  2911,  that  person  would 
still  be  required  to  report  to  EPA.  Ac¬ 
cordingly,  it  would  be  useful  to  EPA  to 
know  to  what  extent  manufacturers  are 
familiar  with  SIC  groupings  and  wheth¬ 
er  the  descriptions  provided  in  the 
Standard  Industrial  Classification  Man¬ 
ual  published  by  the  U.S.  Government 
Printing  Office  would  be  adequate  for 
manufacturers  to  determine  in  which 
group  they  belong. 

Section  710.3(a)(2)  would  modify  the 
original  proposal  and  would  only  require 
importers  to  report  those  chemical  sub¬ 
stances  imported  into  the  United  States 
for  a  commercial  purpose  since  January 
1,  1977.  The  March  9,  1977  proposed  reg¬ 
ulations  would  have  required  importers 
to  report  not  only  those  chemical  sub¬ 
stances  imported  in  bulk  into  the  United 
States  but  also  those  chemical  substances 
contained  in  the  articles  they  import. 
Comments  from  industry  and  trade  as¬ 
sociations  argued  that  it  would  be  ex¬ 
tremely  burdensome  for  importers  to 
identify  the  chemical  substances  con¬ 
tained  in  the  articles  they  import.  More¬ 
over.  they  argued  that  the  proposed  reg¬ 
ulations  would  have  imposed  a  burden  on 
importers  of  articles  which  was  not  im¬ 
posed  on  domestic  manufacturers  of  ar¬ 
ticles.  The  Administrator  has  decided 
to  revise  the  original  proposal  to  limit  the 
reporting  requirement  to  imported 
chemical  substances.  This  includes  all 
chemical  substances  which  are  imported 
in  cans,  bottles,  drums,  barrels,  pack¬ 
ages,  tanks,  bags,  and  other  devices 
which  are  used  to  contain  the  substances 
during  importation.  EPA  solicits  com¬ 
ments  on  this  reproposal. 

Aside  from  importers,  under  this  pro¬ 
posal  only  establishments  in  SIC  groups 
28  and  2911  would  be  required  to  report 
the  chemical  substances  they  have  man¬ 
ufactured  since  January  1.  1977.  Section 
710.3(b)  provides  that  in  addition  to 
those  required  to  report,  any  person  who 
has  manufactured,  imported,  or  proc¬ 
essed  a  chemical  substance  for  a  com¬ 
mercial  purpose  since  January  1,  1975, 
may  report  that  substance  or  authorize 
a  trade  association  or  other  repiesentn- 
tive  to  report  on  his  behalf. 

'  As  proposed  in  §  710.3(c),  during  a 
special  reporting  period.  120  days  after 
the  first  publication  of  the  inventory, 
any  person  who  has  processed  or  used 
a  chemical  substance  (including  the 
manufacture  of  a  mixture  or  article  con¬ 
taining  that  chemical  substance)  for  a 
commercial  purpose  since  January  1, 
1975  may  report  that  chemioal  substance 
if  it  was  not  included  in  the  inventory. 
EPA  would  like  to  minimize  duplicative 
reporting  of  chemical  substances  by  proc¬ 
essors  during  the  initial  reporting  pe¬ 
riod  to  facilitate  compilation  of  the  ini¬ 
tial  inventory  in  a  timely  way.  Many 
processors  and  users  have  expressed  con¬ 
cern  that  the  manufacturers  of  the 
chemical  substances  they  process  may 


fail  to  report.  EPA  hopes  that  this  pro¬ 
posed  provision  would  reduce  the  amount 
of  duplicative  reporting  by  processors 
seeking  to  ensfire  that  chemical  sub¬ 
stances  are  included  in  the  inventory. 

As  provided  by  section  5(a)(1)(A)  of 
TSCA.  30  days  after  publication  of  the 
initial  inventory  any  person  who  manu¬ 
factures  or  imports  a  "new  chemical 
substance  must  submit  premanufacture 
notification  prior  to  manufacture  or  im¬ 
portation  of  the  chemical  substance. 
Processors  are  not  subject  to  the  provi¬ 
sions  of  section  5(a)  (1)  (A).  However,  it 
is  a  prohibited  act  under  section  15(2)  of 
TSCA  for  a  person  to  use  for  commercial 
purposes  a  chemical  substance  which  he 
had  reason  to  know  was  manufactured  in 
violation  of  section  5.  As  a  matter  of 
Agency  policy,  the  Agency  will  not  en¬ 
force  section  15(2)  with  respect  to  proc¬ 
essors  and  users  of  chemical  substances 
(including  manufacturers  of  a  mixture 
or  article  containing  that  substance) 
during  the  120-day  period  proposed  in 
S  710.3(c).  The  Agency  will,  however,  en¬ 
force  section  15(2)  with  respect  to  all 
manufacturers  and  importers  of  chemical 
substances  during  that  period,  and  will 
enforce  sections  15(2)  and  (3)  with  re¬ 
spect  to  all  persons  after  the  period 
expires. 

Section  710.3(d)  would  clarify  who 
may  not  report  chemical  substances  for 
the  inventory,  either  because  the  chem¬ 
ical  substances  are  automatically  in¬ 
cluded  in  the  inventory  as  provided  in 
$  710.4(b).  or  because  they  are  excluded 
from  the  inventory  as  provided  in  para¬ 
graphs  (c)  and  (d>  of  §  710.4.  A  person 
should  only  report  those  substances 
which  he  knows  and  could  verify  are 
chemical  substances  as  defined  in  the 
Act.  In  particular,  chemical  substances 
used  exclusively  as  pesticides  and  drugs 
may  not  be  reported.  In  addition,  chemi¬ 
cal  substances  manufactured  solely  in 
small  quantities  for  research  and  de¬ 
velopment  may  not  be  reported.  If  a  per¬ 
son  does  not  know  whether  his  customers 
may  use  the  substance  for  a  TSCA  use 
and  does  not  report,  but  discovers  later 
that  they  do,  he  may  add  it  to  the  inven¬ 
tory  at  that  time.  Any  customer  who  uses 
the  substance  could  add  it  to  the  inven¬ 
tory  during  the  120-day  period  provided 
in  §  710.3(c). 

Scope  of  the  Inventory 

*  In  the  March  9,  ft77  proposal  EPA 
relied  upon  certain  definitions  of  terms 
such  as  “mixture,”  “manufacture  or 
process  for  ‘commercial  purposes’,”  and 
“by-product”  to  clarify  what  chemical 
substances  should  be  reported  for  the  in¬ 
ventory.  Because  this  approach  was  con¬ 
fusing  to  many,  EPA  has  redrafted  sec¬ 
tion  710.4  to  clarify  what  substances  are 
eligible  for  inclusion  on  the  inventory. 

Basically,  the  Act  provides  in  sections 
8  (b>  and  (f)  that  any  chemical  sub¬ 
stance  may  be  included  on  the  inventory 
if  it  has  been  manufactured  or  processed 
for  a  commercial  purpose  in  the  United 
States  within  three  years  of  the  effective 
date  of  these  regulations.  In  the  regula¬ 
tions  proposed  on  March  9,  1977,  EPA 
anticipated  that  the  regulations  would 
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become  effective  by  July  1, 1977,  and  that 
the  three-year  period  would  date  from 
July  1,  1974.  The  decision  to  repropose 
means  that  the  final  regulations  will  not 
be  published  until  sometime  in  October. 
In  order  to  define  a  reporting  period  that 
industry  can  rely  upon,  regardless  of  the 
actual  date  the  final  regulations  are  pub¬ 
lished,  EPA  is  proposing  that  the  three- 
year  period  begin  on  January  1,  1975. 
This  proposal  would  satisfy  those  who 
have  urged  that  EPA  define  the  period 
in  terms  of  calendar  years.  EPA  recog¬ 
nizes  that  some  may  still  prefer  to  have 
the  period  include  the  full  three  years 
from  whatever  date  the  regulations  are 
final.  EPA  specifically  solicits  comment 
on  this  matter. 

Section  710.4(a)  generally  defines 
which  chemical  substances  are  manufac¬ 
tured,  imported,  or  processed  “for  a  com¬ 
mercial  purpose.”  Because  the  term 
“manufacture”  is  defined  to  include  “to 
import  into  the  customs  territory  of  the 
United  States,”  chemical  substances 
which  are  imported  into  the  United 
States  are  subject  to  the  same  provisions 
as  those  which  are  manufactured  in  the 
United  States.  The  provisions  in  §  710.4 
(a)  are  consistent  with  the  definition  of 
the  term  “manufacture,  process,  or  im¬ 
port  ‘for  commercial  purposes’  ”  in 
§  710.2.  Accordingly,  any  chemical  sub¬ 
stance  manufactured,  processed,  or  im¬ 
ported  (1)  for  distribution  in  commerce, 
(2)  for  use  as  a  catalyst  or  an  inter¬ 
mediate,  (3)  for  use  by  the  manufac¬ 
turer,  or  (4)  for  test  market  purposes, 
would  be  eligible  for  inclusion  on  the 
inventory. 

Chemical  Substances  Automatically 
Included 

Section  710.4(b)  specifies  that  chem¬ 
ical  substances  which  are  naturally  oc¬ 
curring  and  are  unprocessed  or  proc¬ 
essed  only  by  manual,  mechanical,  or 
gravitational  means;  by  dissolution  in 
water;  or  by  heating  solely  to  remove 
water  shall  be  automatically  included  on 
the  inventory  under  the  category  "Nat¬ 
urally  Occurring  Chemical  Substances.” 
Examples  of  naturally  occurring  sub¬ 
stances  that  would  be  included  on  the 
inventory  are  raw  agricultural  commodi¬ 
ties,  water,  air,  natural  gas,  crude  oil, 
rocks,  ores,  and  minerals. 

In  the  March  9,  1977  regulations,  EPA 
proposed  to  automatically  include  on  the 
inventory  the  general  category  “raw 
agricultural  commodities.”  The  revised 
proposal  would  incorporate  this  category. 
Accordingly,  as  under  the  original  pro¬ 
posal,  manufacturers,  importers,  and 
processors  of  raw  agricultural,  horticul¬ 
tural,  and  silvicultural  products,  such  as 
unprocessed  cotton,  wood,  wool,  straw, 
oat  hulls,  and  raw  hides,  for  example, 
would  not  report.  For  clarity,  this  pro¬ 
posal  also  cites  water,  air,  and  natural 
gas,  and  crude  oil  as  examples  of  “nat¬ 
urally  occurring  chemical  substances" 
that  need  not  be  reported.  With  respect 
to  rocks,  ores,  and  minerals,  this  re¬ 
vised  approach  would  not  attempt  to 
list  each  automatically  Included  mineral 
separately,  but  would  Include  all  rocks, 
ores,  and  minerals  under  the  category 


“naturally  occurring  chemical  sub¬ 
stances.” 

In  the  supplement  to  the  March  9, 
1977  regulations  published  on  April  12, 
1977  (42  FR  19308),  EPA  proposed  a  list 
of  minerals  under  consideration  for  in¬ 
clusion  on  the  inventory  without  re¬ 
porting.  Persons  commenting  on  that 
proposal  have  emphasized  the  difficulty 
of  knowing  precisely  all  the  minerals  a 
company  may  be  extracting  from  the 
earth  and,  accordingly,  whether  the 
minerals  being  mined  were  included  on 
the  inventory  or  not.  Most  rocks  and 
ores  contain  many  different  substances 
of  varying  composition  depending  upon 
the  geological  formation  of  the  mined 
area.  With  respect  to  creating  an  inven¬ 
tory  of  where  each  major  mineral  is 
mined,  the  U.S.  Bureau  of  Mines  already 
has  such  an  inventory.  For  those  min¬ 
erals,  such  as  asbestos,  which  may  pre¬ 
sent  a  risk  to  human  health  or  the  en¬ 
vironment,  EPA  will  require  information 
on  uses,  exposure,  and  other  factors  nec¬ 
essary  in  assessing  that  risk  under  sec¬ 
tion  8(a)  of  the  Act. 

EPA  solicits  comments  on  the  pro¬ 
posed  approach  to  “naturally  occurring 
chemical  substances”  and  any  sugges¬ 
tions  for  clarifying  this  category. 

Chemical  Substances  Excluded  by 

Definition  or  by  TSCA  Section  8(b) 

Section  710.4(c)  clarifies  those  sub¬ 
stances  which  may  not  be  reported  for 
the  inventory  either  because  of  the  defi¬ 
nition  of  “chemical  substance”  in  section 
3(2)  of  the  Act  or  the  specific  exemption 
for  chemical  substances  manufactured, 
imported,  or  processed  solely  in  small 
quantities  for  research  in  section  8(b) 
of  TSCA.  In  response  to  the  March  9, 
1977,  proposal,  EPA  received  extensive 
comments  on  the  exclusion  of  chemical 
substances  used  in  the  manufacture  of 
pesticides  and  drugs  and  will  respond  to 
the  comments  in  the  final  regulations. 
Likewise,  the  final  regulations  will  ex¬ 
plain  the  exemptions  for  alloys,  inor¬ 
ganic  glasses,  ceramics,  frits  and  cem- 
ments,  including  Portland  cement. 

A  chemical  substance  used  as  a  re¬ 
agent  in  quality  control  testing,  where 
the  material  tested  is  distributed  in  com¬ 
merce,  is  itself  considered  to  be  distrib¬ 
uted  in  commerce  and  should  be  re¬ 
ported  to  EPA  for  inclusion  on  the  in¬ 
ventory  unless  it  is  known  that  the  “small 
quantities  for  research  and  development” 
exemption  applies.  As  mentioned  above, 
section  8(b)  explicitly  exempts  from  the 
inventory  any  chemical  substance  which 
is  manufactured  or  processed  only  in 
small  quantities  solely  for  purposes  of 
research,  including  analysis  of  another 
chemical  substance.  EPA  would  define 
“small  quantities  for  research  and  de¬ 
velopment”  as  quantities  that  are  not 
greater  than  reasonably  necessary  for 
such  purposes  and  which,  after  the  ef¬ 
fective  date  of  premanufacture  notifica¬ 
tion  requirements,  are  used  for  “research 
and  development  that  is  conducted  by, 
or  directly  supervised  by,  a  technically 
qualified  individual(s) Accordingly,  un¬ 
less  the  persons  performing  the  quality 
control  testing  are  themselves  technically 
qualified  persons,  as  defined  in  §  710.2,  or 


are  directly  supervised  by  technically 
qualified  individuals,  the  chemical  sub¬ 
stance  would  not  be  considered  to  be 
manufactured  in  a  “small  quantity  for 
research  and  development”  and  would  be 
subject  to  these  reporting  requirements 
or  the  premanufacture  notification. re¬ 
quirements. 

Chemical  Substances  Excluded  From 
the  Inventory 

Section  710.4(d)  clarifies  that  certain 
chemical  substances  which  are  not  man¬ 
ufactured  for  distribution  in  commerce 
as  chemical  substances  per  se  and  have 
no  commercial  purpose  separate  from  the 
mixture  or  article  of  which  they  may  be  a 
part  are  excluded  from  these  reporting 
requirements.  Specifically,  impurities  or 
chemical  substances  which  are  uninten¬ 
tionally  present  with  another  chemical 
substance  are  excluded.  With  respect  to 
byproducts,  the  proposed  regulations  of 
March  9,  1977,  would  have  excluded  by¬ 
products  which  have  no  commercial  pur¬ 
pose.  However,  the  proposal  left  unclear 
whether  manufacturers  should  report  by¬ 
products  which  are  not  manufactured 
for  a  commercial  purpose  but  are  used 
as  a  fuel  or  reprocessed.  These  reg¬ 
ulations  would  provide  that  those 
byproducts  whose  sole  commercial 
value  is  to  municipal  or  private 
organizations  who  (1)  burn  it  as 
a  fuel,  (2)  dispose  of  it  as  a  waste, 
including  as  a  landfill  or  for  enriching 
soil  or  (3)  extract  component  chemical 
substances  which  may  have  some  com¬ 
mercial  value,  may  be  included  on  the 
inventory  but  that  the  reporting  of  such 
substances,  insofar  as  they  are  byprod¬ 
ucts  as  defined  in  §  710.2,  is  optional. 

In  proposing  to  exempt  from  the 
reporting  requirements  such  byprod¬ 
ucts  which  have  some  commercial 
purpose.  EPA  intends  to  encourage 
conservation  and  recycling  of  the 
energy  and  resources  contained  in 
the  waste  material  that  might  oth¬ 
erwise  be  discarded  because  of  re¬ 
porting  burdens  under  TSCA.  Further, 
insofar  as  these  wastes  are  hazardous, 
EPA  intends  to  require  reporting  of  them 
under  the  Resource  Conservation  and 
Recovery  Act  (RCRA)  next  spring  or 
under  TSCA  section  8(a)  (2)  during  the 
second  or  subsequent  phases  of  reporting. 
EPA  explicitly  solicits  comments  on  this 
approach,  particularly  with  respect  to  the 
proposed  exemptions. 

The  exclusions  in  5  710.4(d)  (3),  (4), 
and  (5)  are  for  chemical  substances 
which  result  from  chemical  reactions 
that  occur  incidental  to  exposure  to  en¬ 
vironmental  factors,  or  during  storage  or 
end  use  of  a  chemical  substance  or  mix¬ 
ture.  These  exemptions  clarify  those 
provided  in  the  March  9,  1977,  proposed 
regulations  and  are  consistent  with  the 
legislative  history  of  the  Act  (H.R.  Rep. 
94-1341,  94th  Cong.,  2d  Sess.  13  (1976)). 

In  S  710.4(6).  EPA  would  exclude  “any 
chemical  substance  which  is  the  result  of 
a  chemical  reaction  that  occurs  upon  use 
of  curable  plastic  or  rubber  molding 
compounds,  Inks,  drying  oils,  metal 
finishing  compounds,  adhesives,  paints, 
or  other  chemical  substances  used  to 
manufacture  an  article  destined  for  the 
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marketplace  without  further  chemical 
change  of  the  chemical  substance  except 
for  those  chemical  changes  that  may  oc¬ 
cur  as  described  elsewhere  In  this  f  710.- 
4(d).  This  provision  expands  upon  the 
earlier  proposal  to  exempt  chemlcal^rtib- 
stances  formed  upon  use  of  curable  plas¬ 
tic  molding  compounds.  By  providing 
a  general  exclusion  for  chemical  sub¬ 
stances  manufactured  as  articles  or 
parts  of  articles  destined  for  the  mar¬ 
ketplace  without  further  chemical 
change  of  the  chemical  substance,  EPA 
intends  to  exclude  from  reporting  per¬ 
sons  who  are  primarily  manufacturers 
of  articles. 

Section  710.2  proposes  to  define  “arti¬ 
cle”  as  “a  manufactured  item  (a)  which 
is  formed  to  a  specific  shape  or  design 
during  manufacture,  (b)  which  has  end 
use  function (s)  dependent  in  whole  or 
in  part  upon  its  shape  or  design  during 
end  use.  and  (c)  which  is  functional  in 
its  end  use(s)  without  change  of  chemi¬ 
cal  composition  during  its  end  use:  ex¬ 
cept  that  (d)  fluids  and  particles  are  not 
considered  articles  regardless  of  shape  or 
design.”  Under  this  definition,  fluids  and 
particles  such  as  dust,  powders,  disper¬ 
sions.  granules,  lumps,  and  flakes  would 
not  be  considered  articles. 

To  illustrate,  sodium  hypochlorite  and 
particles  of  titanium  dioxide  would  not 
be  considered  “articles”  in  themselves. 
The  function  of  sodium  hypochlorite  as 
a  bleach,  for  example,  depends  upon  a 
change  of  chemical  comoosition  during 
its  end  use.  Similarly,  although  the  dis¬ 
tinctive  shape  of  titanium  dioxide  par¬ 
ticles  may  contribute  to  their  ultimate 
usefulness,  they  are  particles  and  would 
not  be  considered  articles  in  themselves. 
Paints  containing  titanium  dioxide  par¬ 
ticles  would  not  be  articles  because  they 
are  liquids  and  do  not  have  “shape  or 
design”  when  manufactured.  But  auto¬ 
mobiles  coated  with  titanium  dioxide 
containing  paints  are  articles  under  this 
definition.  Other  examples  of  articles 
which  need  not  be  reported  for  the  in¬ 
ventory  Include  plastic  films,  synthetic 
fibers,  leather  goods,  nails,  iron  bars, 
chrome  plated  bumpers,  jewelry,  paper, 
particle  board,  furniture,  refrigerators, 
cloth,  and  clothing.  EPA  solicits  com¬ 
ments  on  this  provision  and  the  clarity 
of  the  distinction  between  articles  and 
chemical  substances. 

Further,  precursors  of  the  composi¬ 
tions  covered  by  the  exclusions  in  5  710.- 
4(d)  (5)  and  (6)  may  be  supplied  to 
users  as  two  or  more  different  products 
which  need  to  be  mixed  as  a  first  step 
in  their  use  because  of  limited  stability 
of  the  mixture.  Chemical  substances 
formed  during  such  mixing  would  be 
excluded. 

Finally,  S  710.4(d)  (7)  provides  an  ex¬ 
emption  for  chemical  substances  that 
may  occur  as  the  result  of  a  chemical 
reaction  when  a  stabiliser,  colorant, 
odorant,  antioxidant,  filler,  solvent,  car¬ 
rier,  surfactant,  plasticiser,  corrosion  in¬ 
hibitor,  antifoamer  or  de-foamer,  dis¬ 
persant,  precipitation  inhibitor,  binder, 
emulsifier,  de-emulsifier,  dewatering 
agent,  agglomerating  agent,  adhesion 


promoter,  flow  modifier,  pH  neutralizer, 
sequestrant,  coagulant,  flocculant,  fire 
retardant,  lubricant,  chelating  agent, 
quality  control  reagent,  or  a  chemical 
substance  which  is  solely  intended  to 
impart  a  specific  physico-chemical  char¬ 
acteristic  functions  as  intended.  This 
provision  expands  upon  the  approach  in 
the  March  9,  1977,  proposal  which  would 
have  exempted  as  “mixtures”  the  result 
of  chemical  reactions  that  occur  when 
certain  chemical  substances  function  as 
intended. 

How  to  Report 

Section  710.5(a)  would  provide  gen¬ 
eral  instructions  for  reporting  chemical 
substances.  As  discussed  in  the  earlier 
sections,  only  importers  and  manufactur¬ 
ers  with  establishments  in  SIC  groups 
28  and  2911  would  be  required  to  report, 
and  “small  manufacturers”  in  the*e  SIC 
groups  would  not  have  to  report  certain 
information.  The  Agency  would  encour¬ 
age  any  person  not  required  to  report  all 
the  information,  to  do  so  anyway  because 
the  information  will  establish  the  data 
base  for  future  actions  under  TSCA. 

Section  710.5(b)  outlines  how  to  report 
the  name  or  specific  identity  of  a  chem¬ 
ical  substance.  In  April  1977,  EPA  pub¬ 
lished  and  made  available  the  TSCA 
Candidate  List  of  Chemical  Substances, 
and  on  April  12,  1977,  published  in  the 
Federal  Register  a  guide  for  using  this 
list.  EPA  realizes  that  the  Candidate  List 
is  not  a  complete  list  of  chemical  sub¬ 
stances  in  commerce  and  does  include 
some  substances  which  would  be  ex¬ 
cluded  from  the  inventory.  In  addition, 
there  are  some  minor  errors.  On  or  be¬ 
fore  the  date  these  reporting  require¬ 
ments  are  published  in  their  final  form 
in  October  1977,  EPA  intends  to  revise 
the  guide  to  the  Candidate  List  and  make 
necessary  corrections  and  certain  addi¬ 
tions  to  the  List  itself. 

Section  710.5(c)  proposes  that  any 
person  reporting  a  polymer  for  inclusion 
in  the  inventory  must  list  in  the  descrip¬ 
tion  of  the  polymer  composition  at  least 
those  constituent  monomers  used  at 
greater  than  two  weight  percent  in  the 
manufacture  of  the  polymer.  A  person 
may  include  as  part  of  the  description 
of  the  polymer  composition  those  mon¬ 
omers  used  at  two  weight  percent  or  less 
in  the  manufacture  of  the  polymer.  Of 
course,  all  monomers  themselves  must 
be  separate  entries  on  the  inventory. 
EPA  received  extensive  comment  on  the 
issue  of  polymer  reporting  in  response 
to  the  March  9,  1977,  proposal  and  will 
respond  to  all  the  comments  in  the  final 
regulations. 

Additional  information,  which  would 
be  required  according  to  the  general  in¬ 
structions  in  9  710.5(a),  is  outlined  in 
9  710.5(d)-.  As  mentioned  earlier  in  this 
preamble,  knowing  who  is  manufactur¬ 
ing,  importing,  or  processing  a  chemical 
substance  would  enable  EPA  to  direct 
any  future  notice  or  requirement  to  the 
appropriate  person.  The  reporting  forms 
will  provide  three  check  boxes  for  per¬ 
sons  to  check  any  or  all  of  them,  as 
appropriate. 


Manufacturers  must  report  according 
to  the  site  at  which  the  chemical  sub¬ 
stance  is  manufactured.  As  explained 
earlier,  the  definition  of  “site”  includes 
each  contiguous  property  unit  where  a 
chemical  substance  is  manufactured  or 
processed  whether  or  not  such  site  is  in¬ 
dependently  owned  or  operated.  There 
may  be  more  than  one  establishment,  in¬ 
cluding  subsidiaries  or  branches  of  a 
given  company,  at  one  site.  The  chem¬ 
ical  substances  manufactured  at  that 
site  may  all  be  reported  on  one  form  with 
the  site  address  provided. 

Paragraph  (d)  (3)  of  9  710.5  would  re¬ 
quire  manufacturers  to  designate 
whether  they  manufacture  and  process 
a  chemical  substance  only  within  a  site 
and  do  not  distribute  the  chemical  sub¬ 
stance,  or  any  mixture  or  article  contain¬ 
ing  that  substance,  for  commercial  pur¬ 
poses  outside  that  site.  In  most  cases 
these  chemical  substances  would  be  con¬ 
sumed  by  chemical  reaction  in  the  man¬ 
ufacture  of  another  chemical  substance. 
The  exposure  to  such  chemicals  would 
be  limited  to  persons  involved  in  the 
manufacture,  processing,  and  use  at  that 
site  and  immediate  environs.  Intermedi¬ 
ates  and  catalysts  would  most  likely 
form  the  greatest  percentage  of  these 
chemical  substances.  However,  this  pro¬ 
vision  would  also  apply  to  any  other 
chemical  substances  which  are  not  dis¬ 
tributed  in  commerce  outside  that  site. 

Section  710.5(d)  (4)  would  require  that 
manufacturers  and  importers  report  the 
amount  of  each  chemical  substance  man¬ 
ufactured  or  imported  in  calendar  year 
1976.  Alternatively,  if  the  chemical  sub¬ 
stance  was  not  manufactured  or  im¬ 
ported  during  1976,  a  manufacturer  or 
importer  would  either  report  the  amount 
manufactured  or  imported  during  1975 
or  the  projected  amount  during  1977.  If 
there  has  been  no  manufacture  or  im¬ 
portation  since  January  1.  1975,  a  man¬ 
ufacturer  or  importer  should  report  the 
amount  distributed  to  others  for  any 
purpose  since  that  date.  Processors 
would  not  be  permitted  to  report 
amounts  processed  in  order  to  avoid 
double-counting. 

EPA  is  considering  requiring  that  all 
production  amounts  be  expressed  in 
pounds.  EPA  would  appreciate  alterna¬ 
tive  suggestions  for  cases  where  conver¬ 
sion  to  pounds  appears  unreasonable. 

As  one  alternative,  persons  would  re¬ 
port  amounts  above  five  thousand 
pounds  to  only  two  significant  figures. 
That  is,  only  the  first  two  figures  of  a 
six-figure  number  would  be  reported, 
such  as  590,000  instead  of  586,272.  In¬ 
stead,  EPA  could  use  a  one-digit  code 
to  require  reporting  of  the  range  of  pro¬ 
duction  volume.  For  example,  produc¬ 
tion  levels  of  1,000  to  10,000  pounds 
would  be  reported  by  “1”;  10,000  to 
50,000  reported  by  “2”;  and  so  forth. 
While  this  approach  may  be  easy  to 
use,  the  results  may  not  be  as  valuable 
since  the  imprecision  of  the  ranges 
would  be  compounded  when  the  produc¬ 
tion  amounts  are  aggregated.  As  a  third 
alternative.  EPA  could  require  report¬ 
ing  production  accurate  to  within  ten 
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percent  of  the  production.  EPA  would 
appreciate  comments  on  these  or  other 
possible  alternative  ways  of  reporting 
production. 

In  addition,  the  reproposal  at  §  710.4 
(e)  would  permit  an  importer  to  au¬ 
thorize  his  foreign  supplier (s)  to  re¬ 
port  on  his  behalf.  For  several  reasons, 
including  issues  of  confidentiality,  im¬ 
porters  often  do  not  know  exactly  what 
they  are  importing.  Because  EPA’s  juris¬ 
diction  under  TSCA  extends  only  to  im¬ 
porters,  and  not  to  their  foreign  sup¬ 
pliers,  EPA  will  hold  the  importers  liable 
for  compliance  with  these  reporting 
rules.  However,  the  foreign  suppliers  will 
be  permitted  to  act  as  agents  for  the 
importers  with  the  latter  remaining  le¬ 
gally  liable  for  their  reports.  To  do  so, 
the  foreign  suppliers  must  sign  declara¬ 
tions  on  the  reporting  forms,  and  the 
importers  must  endorse  these  declara¬ 
tions.  This  approach  is  similar  to  that 
already  followed  by  the  U.S.  Bureau  of 
Customs  in  some  of  its  40  CFR  Part  19 
regulations. 

Confidentiality 

The  expanded  scope  of  these  regula¬ 
tions  would  significantly  increase  the 
number  of  possible  claims  of  confiden¬ 
tiality  that  persons  reporting  may  make. 
Section  14  of  TSCA  provides  that  EPA 
must  not  disclose  information  which  is 
exempt  from  mandatory  disclosure 
under  the  Freedom  of  Information  Act 
(5  UJ5.C.  552(b)(4)).  EPA  has  regula¬ 
tions  dealing  with  the  confidentiality  of 
business  information  in  Part  2,  Subpart 
B  of  Title  40  of  the  Code  of  Federal 
•Regulations  (40  CFR  Part  2;  41  FR 
36906,  September  1, 1976) ,  which  outline 
the  general  approach  taken  by  EPA  in 
dealing  with  confidentiality  claims. 
EPA  intends  to  add  a  new  section  to 
those  regulations  which  will  govern  how 
the  Agency  will  deal  with  claims  of  con¬ 
fidentiality  with  respect  to  information 
obtained  under  TSCA.  A  proposed  ver¬ 
sion  of  this  new  section  should  be  pub¬ 
lished  in  the  Federal  Register  for  pub¬ 
lic  comment  within  the  next  several 
•months. 

With  respect  to  these  reporting  regu¬ 
lations,  S  710.7(a)  lists  the  items  of  in¬ 
formation  that  may  be  claimed  as  con¬ 
fidential.  EPA  will  design  its  reporting 
forms  to  allow  all  potential  confidential¬ 
ity  claims  to  be  asserted  on  the  forms. 
EPA  solicits  comments  on  the  various 
kinds  of  claims  that  might  be  asserted 
so  that  EPA  can  design  its  reporting 
forms  accordingly. 

Paragraphs  710.7  (b),  (c),  and  (d) 
would  provide  that  any  claim  of  confi¬ 
dentiality  must  accompany  the  informa¬ 
tion  at  the  time  it  is  submitted  to  the 
Agency  and  that  failure  to  make  a  claim 
on  the  reporting  form  could  result  in 
disclosure  by  EPA.  EPA  will  consider 
only  those  claims  that  are  asserted. 
Moreover,  each  company  should  take 
into  account  the  possibility  that  EPA 
(or  a  court)  might  determine  that  some 
of  the  information  should  be  released. 
Thus,  if  more  than  one  claim  applies 
concerning  a  particular  chemical  sub¬ 
stance,  the  company  should  assert  all 


those  claims.  For  example,  if  a  company 
believes  that  both  the  production  volume 
of  a  chemical  substance  at  a  particular 
site  or  sites  and  the  company-wide  pro¬ 
duction  of  that  substance  are  confiden¬ 
tial,  the  company  should  specifically 
claim  both  of  these  items  as  confidential. 

If  a  company  makes  a  claim  in  the 
manner  prescribed  on  the  form,  the  in¬ 
formation  claimed  to  be  confidential  will 
be  treated  in  accordance  with  EPA’s  con¬ 
fidentiality  regulations  and  TSCA  sec¬ 
tion  14,  including  the  30-day  notice  prior 
to  release.  EPA  is  considering  amending 
the  proposed  reporting  forms  to  include 
statements  which  a  company  asserting 
a  confidentiality  claim  could  check  to 
substantiate  its  claims.  This  would  ex¬ 
pedite  the  process  of  making  final  deter¬ 
minations  by  eliminating  the  need  for 
obtaining  that  information  at  a  later 
date.*The  success  of  this  approach,  how¬ 
ever,  is  dependent  upon  businesses  as¬ 
serting  only  justifiable  claims.  If  EPA 
determines  that  a  particular  claim  or 
substantiation  from  a  company  is  frivo¬ 
lous,  EPA  will  take  this  into  account  in 
making  other  determinations  concerning 
that  company’s  other  claims  of  confi¬ 
dentiality. 

Section  710.7(e)  of  these  proposed  reg¬ 
ulations  modifies  the  March  9,  1977, 
proposal  which  would  have  required  the 
submission  of  the  following  information 
from  a  person  submitting  a  claim  as  to 
the  specific  name  or  identity  of  a  chem¬ 
ical  substance:  (1)  The  confidential 
identity:  (2)  a  proposed  name  which  is 
only  as  generic  as  necessary  to  protect 
the  substance’s  confidential  identity; 

(3)  a  list  of  the  elements  of  the  chemical 
substance  and  its  molecular  weight;  and 

(4)  a  bibliography  identifying  any  pub¬ 
lished  literature  and  summaries  of  any 
unpublished  information  concerning  the 
health  and  ecological  effects  and  envi¬ 
ronmental  behavior  of  the  chemical  sub¬ 
stance.  These  proposed  regulations  would 
require  submission  of  only  items  (1) 
and  (2)  above  at  the  time  the  person 
submits  the  claim  of  confidentiality. 

Some  comments  suggested  that  EPA 
publish  on  the  inventory  only  a  nonin- 
formative  code  designation  instead  of  a 
generic  name  and  list  of  elements  of  the 
chemical  substance  and  its  molecular 
weight.  As  explained  in  the  preamble  to 
the  March  9,  1977,  proposed  regulations, 
EPA  originally  proposed  that  the  inven¬ 
tory  include  these  items  so  that  the  pub¬ 
lic  would  have  some  indication  of  the 
undisclosed  substance.  Because  of  the 
likelihood  that  someone  may  be  able  to 
discern  the  identity  of  a  confidential 
chemical  substance  from  these  data,  EPA 
is  proposing  to  publish  only  a  generic 
name.  EPA  would  either  publish  the  ge¬ 
neric  name  as  proposed  or, 'if  EPA  dis¬ 
agreed  with  the  proposed  generic  name, 
consult  with  the  person  submitting  it 
before  publishing  a  revised  generic  name 
on  the  inventory. 

Many  comments  recommended  that 
EPA  not  require  submission  of  a  bibli¬ 
ography  identifying  any  published  liter¬ 
ature  because  in  many  cases  competitors 
could  learn  the  identity  of  a  chemical 


substance  by  reading  the  referenced  lit¬ 
erature.  Others  argued  that  without  the 
specific  Identity  of  the  chemical  sub¬ 
stance,  the  health  and  safety  data  would 
not  be  particularly  useful  to  the  public. 
Finally,  some  asserted  that  development 
of  such  a  bibliography  could  be  costly 
to  prepare.  Many  suggested  that  EPA 
simply  require  a  brief  summary  of  known 
data  on  the  health  and  environmental 
effects  of  the  chemical  substance.  Others 
contended  that  a  summary  would  not 
meaningfully  contribute  to  the  public 
understanding  of  the  potential  risks  pre¬ 
sented  by  the  substance.  Without  the 
specific  identity  of  the  chemical  sub¬ 
stance,  the  public  could  not  verify  the 
information  and,  according  to  some, 
there  would  be  a  considerable  possibility 
that  the  summaries  would  be  misleading. 

For  these  and  other  reasons,  EPA  is 
proposing  to  drop  the  requirement  that 
persons  submit  a  bibliography  or  sum¬ 
mary  of  the  health  and  safety  studies 
pertaining  to  the  confidential  chemical 
substance  at  the  time  the  claim  is  made. 
Under  section  8,  EPA  has  authority,  to 
require  submission  of  such  information 
for  any  chemical  substances  in  com¬ 
merce  and  could  request  such  informa¬ 
tion  after  the  publication  of  the  inven¬ 
tory.  Moreover,  TSCA  section  8(e)  re¬ 
quires  submission  of  information  which 
supports  the  conclusion  that  a  chemical 
substance  presents  a  substantial  risk  of 
injury  to  health  or  the  environment.  EPA 
would  appreciate  comments  on  this  pro¬ 
posal. 

Alternatives  for  Handling 
Confidential  Information 

Of  the  information  reported  to  EPA, 
only  the  identity  of  the  chemical  sub¬ 
stances  and  perhaps  designation  of  those 
chemical  substances  manufactured  and 
used  within  a  single  site  will  be  pub¬ 
lished.  The  remainder  of  the  information 
will  be  used  by  EPA  for  various  purposes 
under  TSCA.  EPA  does  not  anticipate 
that  this  remaining  information  will  be 
routinely  released  to  the  public.  If  EPA 
proposes  to  release  confidential  informa¬ 
tion,  it  will  do  so  in  accordance  with 
EPA’s  confidentiality  regulations. 

EPA  will  be  subject  to  disclosure  re¬ 
quests  under  the  Freedom  of  Informa¬ 
tion  Act  (FOIA,  5  U.S.C.  552) .  Under  the 
Act,  EPA  must  respond  to  any  request 
for  records  by  either  releasing  the  rec¬ 
ords  or  denying  the  request  because  the 
information  is  exempted  from  disclosure. 
Records  may  be  exempt  from  disclosure 
if  they  are  “trade  secrets  and  commercial 
or  financial  information  obtained  from 
a  person  and  privileged  or  confidential.” 
Section  14  of  TSCA  makes  it  clear  that 
if  EPA  determines  that  information  is 
exempt  under  5  U.S.C.  552(b)  (4) ,  it  must 
be  kept  confidential  by  EPA. 

If  a  manufacturer  claimed  that  the 
chemical  name  of  a  particular  chemical 
substance  is  a  trade  secret,  EPA  would 
be  confronted  with  conflicting  statutory 
provisions.  Section  8(b)  apparently  re¬ 
quires  EPA  to  place  the  chemical  name 
in  the  inventory.  Section  14  appears  to 
require  EPA  to  keep  the  name  confiden¬ 
tial  (at  least  temporarily,  until  a  final 
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determination  Is  made  by  EPA  or  the 
courts.)  In  addition,  the  Freedom  of  In¬ 
formation  Act  requires  that  EPA  either 
release  information  in  response  to  a  re¬ 
quest  or  provide  reasons  for  any  denial. 
EPA  cannot  refuse  to  answer  the  request. 
Normally,  in  responding  to  Freedom  of 
Information  requests,  EPA  would  reply 
either:  (1)  “We  have  no  records ; ”  (2) 
“We  have  such  records  and  are  releasing 
them;”  or  (3)  “We  have  such  records  but 
are  denying  them  because  they  consti¬ 
tute  a  confidential  trade  secret  and  are 
exempt  from  disclosure.”  However,  if  the 
request  concerned  disclosure  of  the  iden¬ 
tity  of  a  chemical  substance  which  was 
allegedly  a  trade  secret,  to  reply  that 
EPA  had  a  record  but  was  refusing  to  re¬ 
lease  it  would  inform  the  requester  that 
such  a  substance  was  being  manufac¬ 
tured,  imported,  or  processed  for  com¬ 
mercial  purposes.  The  result  would  be  to 
reveal  the  trade  secret  by  denying  the 
request. 

Confidentiality  assertions  also  pose  a 
problem  under  section  5  of  TSCA.  Sec¬ 
tion  5  requires  anyone  who  proposes  to 
manufacture  a  new  chemical  substance 
to  furnish  EPA  with  a  90-day  premanu¬ 
facture  notice,  during  which  time  the 
person  may  not  manufacture  the  new 
chemical  substance.  This  delay  may  be 
even  longer  if  a  testing  rule  under  sec¬ 
tion  4  requires  the  manufacturer  to  de¬ 
velop  and  submit  certain  test  data.  How¬ 
ever,  if  the  chemical  substance  is  on  the 
section  8(b)  inventory,  it  is  not  a  "new 
substance”,  and  the  section  5  notice  need 
not  be  given.  If  a  company  asserts  that 
the  name  or  specific  identity  of  a  chem¬ 
ical  substance  is  confidential,  EPA  may 
not  be  able  to  list  that  substance  on  the 
inventory,  and  all  other  manufacturers 
would  have  to  give  premanufacture 
notification. 

EPA  has  not  decided  how  it  will  deal 
with  these  contradictory  statutory  re¬ 
quirements  in  the  face  of  a  claim  that 
tile  identity  of  a  chemical  substance  is 
confidential.  Four  issues  arise  that  EPA 
must  consider  before  deciding  which  ap¬ 
proach  to  take.  'Jhe  issues  are  set  fortii 
below  with  a  discussion  of  the  options 
available  under  each: 

1.  What  chemical  substances’  identities 
should  be  determined  by  EPA  to  be  en¬ 
titled  to  confidential  treatment?  EPA 
perceives  three  positions  it  could  take: 

A.  No  chemical  Identity  is  entitled  to 
confidential  treatment. 

B.  Only  chemical  identities  of  those 
chemical  substances  that  are  manufac¬ 
tured  and  used  within  one  site  and  not 
distributed  for  a  commercial  purpose 
outside  that  site  may  be  entitled  to  con¬ 
fidential  treatment. 

C.  Any  chemical  identity  may  be  en¬ 
titled  to  confidential  treatment. 

If  EPA  decided  that  some  or  all  of  the 
chemical  identities  claimed  as  confiden¬ 
tial  were  not  entitled  to  confidential 
treatment,  companies  would  be  given  the 
30 -day  notice  required  in  section  14  of 
the  Act.  Before  determining  that  a  par¬ 
ticular  chemical  Identity  was  entitled  to 
confidential  treatment,  EPA  would  have 
to  make  a  specific  determination,  in  ac¬ 


cordance  with  40  CFR  Part  2,  Subpart 
B,  and  the  criteria  in  40  CFR  2.208,  that 
the  particular  chemical  Identity  is  en¬ 
titled  to  confidential  treatment. 

2.  Assuming  that  some  chemical  iden¬ 
tities  are  temporarily  (because  no  final 
determination  has  been  made  or  because 
a  court  has  enjoined  EPA  from  disclosing 
the  identity)  or  permanently  (as  a  result 
of  a  final  confidentiality  determination 
by  EPA  or  a  court  order)  entitled  to 
confidential  treatment,  how  should  EPA 
treat  confidential  chemical  identities  for 
purposes  of  the  published  inventory? 
EPA  perceives  four  positions  it  could 
take: 

A.  The  inventory  could  be  published 
with  only  non-confidential  chemical  sub¬ 
stances  in  it.  There  would  be  no  mention 
of  confidential  chemical  identities.  This 
approach  would  give  the  public  no  infor¬ 
mation  concerning^  confidential  chemi¬ 
cals. 

B.  The  inventory  could  be  published 
With  non-confidential  chemical  identities 
and  generic  names  for  those  chemical 
substances  that  are  entitled  to  confi¬ 
dential  treatment.  The  use  of  generic 
names  would  inform  the  public  in  gen¬ 
eral  terms  about  what  types  of  confi¬ 
dential  chemical  substances  had  been 
reported. 

C.  The  inventory  could  be  published 
with  non-confidential  chemical  identities 
and  random  code  numbers  for  those 
chemical  substances  that  are  entitled  to 
confidential  treatment.  The  use  of  a 
random  code  number  would  not  give  the 
public  any  information  beyond  that 
which  would  be  available  under  A,  except 
to  acknowledge  the  existence  of  confi¬ 
dential  chemical  substances. 

D.  The  inventory  could  be  published 
with  only  non-confidential  chemical 
identities  appearing  on  it  and  a  notice 
that  some  chemical  substances  were  re¬ 
ported  that  are  confidential.  This  ap¬ 
proach  would  give  the  public  no  more 
information  than  A  or  C. 

3.  Assuming  that  some  chemical  names 
are  temporarily  or  permanently  entitled 
to  confidential  treatment  and  that  EPA 
is,  therefore  unable  to  publish  the  chem¬ 
ical  identities  on  the  section  8  inventory 
list,  how  are  present  and  future  manu¬ 
facturers  to  be  treated  under  section  5 
of  TSCA?  EPA  perceives  four  positions 
it  could  take: 

A.  If  a  manufacturer  proposed  to  man¬ 
ufacture  a  chemical  substance  that  did 
not  appear  on  the  inventory  and  asked 
EPA  whether  it  was  one  of  the  reported 
confidential  chemical  substances,  EPA 
could  tell  the  manufacturer  whether  the 
chemical  substance  had  been  reported.  If 
it  had  been  reported,  the  manufacturer 
would  be  exempt  from  requirements  of 
section  5(a),  as  would  the  manufacturer 
that  originally  reported  the  chemical 
substance. 

B.  If  a  manufacturer  proposed  to  man¬ 
ufacture  a  chemical  susbtance  that  did 
not  appear  on  the  inventory  and  asked 
EPA  whether  it  was  one  of  the  reported 
confidential  chemical  substances,  EPA 
could  refuse  to  answer  the  question.  EPA 
would  require  the  manufacturer  to  give 
premanufacture  notification  under  sec¬ 


tion  5(a),  and  the  manufacturer  would 
not  be  able  to  begin  manufacturing  for 
at  least  90  days.  The  manufacturer  that 
originally  reported  the  chemical  sub¬ 
stance  would  be  exempt  from  section 
5(a) .  This  approach  would  treat  the  two 
manufacturers  unequally  allowing  one  to 
manufacture  its  chemical  substance 
without  delay  or  interruption  while  re¬ 
quiring  the  other  to  undergo  premanu¬ 
facture  notification  and  a  90-day  delay. 
Section  5  speaks  in  terms  of  “new  chem¬ 
ical  substances.”  This  substance  would 
not  be  “new”  since  it  was  already  re¬ 
ported  for  the  inventory. 

C.  If  a  manufacturer  reported  a  con¬ 
fidential  chemical  substance  for  the  in¬ 
ventory,  EPA  could  require  the  manufac¬ 
turer  to  give  premanufacture  notification 
under  section  5(a)  and  to  cease  manu¬ 
facture  for  at  least  90  days.  If  another 
manufacturer  later  proposed  to  manu¬ 
facture  the  same  chemical  substance, 
EPA  would  require  that  the  manufac¬ 
turer  give  premanufacture  notification 
and  wait  at  least  90  days  before  starting 
manufacture.  This  approach  would  treat 
the  two  manufacturers  equally.  However, 
it  would  impose  a  burden  on  the  first 
manufacturer  reporting  the  chemical 
substance  for  the  inventory  in  that  it 
would  have  to  stop  manufacturing  even 
though  it  may  have  been  manufacturing 
the  substance  for  some  time  before  the 
inventory. 

D.  If  a  manufacturer  reported  a  con¬ 
fidential  chemical  substance  for  the  in¬ 
ventory,  EPA  could  require  the  manu¬ 
facturer  to  give  premanufacture  notifica¬ 
tion.  However,  EPA  would  not  require  the 
manufacturer  to  cease  manufacture  for 
90  days.  If  another  manufacturer  later 
proposed  to  manufacture  the  same 
chemical  substance,  EPA  would  require 
that  manufacturer  to  give  premanufac¬ 
ture  notification  and  wait  at  least  90  days 
before  starting  manufacture.  This  ap¬ 
proach  would  give  the  first  manufac¬ 
turer  reporting  the  chemical  substance 
an  advantage  by  allowing  him  to  con¬ 
tinue  manufacture.  Section  5(a)  states 
that  no  person  may  manufacture  a  new 
chemical  substance  without  giving  notice 
at  least  90  days  before  beginning  manu¬ 
facture.  This  approach  would  violate 
section  5. 

4.  Assuming  that  some  chemical  iden¬ 
tities  are  temporarily  or  permanently 
entitled  to  confidential  treatment,  how 
Is  EPA  to  answer  Freedom  of  Informa¬ 
tion  requests  for  disclosure  of  records 
concerning  confidential  substances?  EPA 
perceives  two  positions  it  could  take: 

A.  If  a  request  were  made  for  dis¬ 
closure  of  records  concerning  a  reported 
chemical  substance,  the  chemical  identi¬ 
fy  of  which  was  entitled  to  confidential 
treatment,  EPA  could  reply:  “EPA  has 
such  a  record,  but  the  request  is  denied 
because  the  record  contains  trade  secrets 
that  are  exempt  from  disclosure  by  vir¬ 
tue  of  5  U.S.C.  552(b)(4).”  If  a  re¬ 
quest  were  made  for  disclosure  of  records 
concerning  a  chemical  substance  that 
had  not  been  reported,  EPA  would  reply: 
“EPA  has  no  such  record.”  The  result  of 
this  type  of  answer  would  be  to  con¬ 
firm  whether  a  particular  chemical  sub- 


FEDERAL  REGISTER,  VOL.  42,  NO.  148 — TUESDAY,  AUGUST  2,  1977 


39190 


PROPOSED  RULES 


stance  had  been  reported  for  the  in¬ 
ventory  and,  therefore,  was  being  manu¬ 
factured,  imported,  or  processed  for 
commercial  purposes. 

B.  If  a  request  were  made  for  dis¬ 
closure  of  records  concerning  a  particu¬ 
lar  chemical  substance  that  did  not  ap¬ 
pear  on  the  inventory  by  chemical  iden¬ 
tity,  EPA  could  reply:  “The  request  is 
denied  either  because  the  record  in  ques¬ 
tion  is  exempt  from  mandatory  disclosure 
by  virtue  of  5  U.S.C.  552  (b)  (4)  or  be¬ 
cause  EPA  has  no  such  record.”  This 
same  answer  would  be  given  whether  or 
not  the  chemical  substance  in  question 
had  been  reported  to  EPA.  In  this  way 
EPA  would  be  able  to  give  an  answer  that 
would  allow  the  requester  to  pursue  any 
judicial  remedies  under  the  Freedom  of 
Information  Act.  At  the  same  time,  EPA 
would  not  have  disclosed  whether  the 
particular  chemical  substance  was  being 
manufactured,  imported,  or  processed 
for  commercial  purposes. 

Any  combination  of  the  options  under 
the  four  issues  set  forth  above  might  be 
selected  in  the  final  approach  taken  by 
EPA.  EPA  intends  to  evaluate  the  ad¬ 
vantages  and  disadvantages  of  these  op¬ 
tions  before  determining  how  to  handle 
claims  of  confidentiality  under  the  in¬ 
ventory  reporting.  EPA  would  appreciate 
comments  concerning  the  various  alter¬ 
natives  mentioned  here  and  any  other 
possible  approaches. 

Enforcement  Liability 

Because  of  the  great  importance  of 
compiling  a  sound  data  base  on  the 
chemical  substances  in  commerce,  the 
Agency  considers  violation  of  these  re¬ 
porting  requirements  to  be  a  serious  vio¬ 
lation  of  TSCA.  Section  15(3)  (B)  of 
TSCA  makes  it  “unlawful  for  any  person 
to  fail  or  refuse  to  submit  reports,  no¬ 
tices,  or  other  information,  as  required 
by  this  Act  or  a  rule  thereunder.”  Sec¬ 
tion  16(a)  provides  for  civil  penalties 
of  up  to  $25,000  for  each  violation  of 
section  15.  Section  16(b)  provides  that 
criminal  penalties  of  not  more  than 
$25,000  for  each  day  of  violation,  or 
imprisonment  for  not  more  than  one 
year,  may  be  imposed  on  “any  person 
who  knowingly  or  willfully  violates  any 
provision  of  section  15.”  Section  17(a) 
authorizes  specific  enforcement  to  re¬ 
strain  any  violation  of  section  15  and  to 
compel  the  taking  of  any  action  required 
by  or  under  this  Act. 

The  Agency  considers  the  most  serious 
violations  of  these  reporting  require¬ 
ments  to  include  the  following:  (1) 
Failure  to  report  information  required 
under  the  regulation ;  (2)  falsification  of 
information  reported  under  the  regula¬ 
tion:  and  (3)  reporting  of  chemical 
substances  which  are  specifically  ex¬ 
cluded  from  the  inventory,  such  as 
chemical  substances  manufactured  sole¬ 
ly  in  small  quantities  for  research  and 
development. 

Enforcement  liability  attaches  to  any 
person  submitting  a  report  for  the  in¬ 
ventory,  including  (1)  those  required  to 
report,  (2)  manufacturers,  importers,  or 
processors  who  are  not  required  to  re¬ 
port,  but  voluntarily  do  so,  (3)  trade 


associations  acting  as  agents  for  manu¬ 
facturers,  processors,  or  importers,  and 
(4)  those  manufacturers,  processors,  or 
importers  certifiying  to  trade  associa¬ 
tions  that  a  given  chemical  substance 
was  manufactured,  imported,  or  proc¬ 
essed  for  a  commercial  purpose  since 
January  1,  1975. 

Economic  Impact  Analysis  Statement 

EPA  has  determined  that  the  regula¬ 
tion  does  not  require  the  compilation  of 
an  Economic  Impact  Analysis  Statement 
as  required  by  Executive  Order  11821. 
This  determination  is  based  on  the  cost 
estimate  for  compilation  of  the  inventory 
as  originally  proposed  and  an  estimate 
of  the  additional  burden  created  by  the 
added  reporting  requirements.  EPA  has 
not  completed  an  adequate  analysis  of 
the  cost  of  complying  with  the  require¬ 
ments  of  this  regulation  because  of  the 
lack  of  time  between  the  decision  to 
repropose  these  regulations  and  the 
actual  date  for  reproposal  of  the  regula¬ 
tions.  EPA  is  obtaining  a  better  cost 
estimate  at  this  time  and  will  perform  an 
Economic  Impact  Analysis  if  the  cost  ex¬ 
ceeds  the  criteria  for  a  major  action,  in 
general,  $100  million  annual  cost.  A  dis¬ 
cussion  of  the  cost  will  accompany  the 
final  regulation. 

The  Environmental  Protection  Agency 
has  determined  that  this  document  does 
not  contain  a  major  proposal  requiring 
preparation  of  an  Economic  Impact 
Analysis  Statement  under  Executive 
Order  11821  and  OMB  Circular  A-107. 

Dated:  July  27, 1977. 

Douglas  M.  Costle, 

Administrator. 

Parts  700  and  710  as  previously  pro¬ 
posed  are  withdrawn,  and  it  is  proposed 
to  establish  a  new  Part  710  to  read  as 
follows: 

PART  710— INVENTORY  REPORTING 

Sec. 

710.1  Scope  and  compliance. 

710.2  Definitions. 

710.3  Applicability:  Who  must  report:  who 

may  report;  who  may  not  report. 

710.4  Scope  of  the  Inventory. 

710.5  How  to  report  for  the  inventory. 

710.6  When  to  report. 

710.7  Confidentiality. 

Authority:  Subsection  8(a),  Toxic  Sub¬ 
stances  Control  Act  (90  Stat.  2003)  (15  U.S.C. 
2601  et  seq.). 

§  710.1  Scope  and  compliance. 

(a)  This  part  establLshes  regulations 
governing  reporting  by  certain  manu¬ 
facturers,  processors,  and  importers  of 
chemical  substances  under  section  8(a) 
of  the  Toxic  Substances  Control  Act 
(15  U.S.C.  2607).  That  subsection  re¬ 
quires  EPA  to  issue  regulations  for  the 
purpose  of  compiling  the  inventory  of 
chemical  substances  manufactured  or 
processed  for  a  commercial  purpose,  as 
required  by  section  8(b)  of  the  Act.  In 
accordance  with  section  8(b),  EPA 
periodically  will  amend  the  inventory  to 
include  chemical  substances  which  are 
manufactured,  processed,  or  imported 
for  commercial  purposes;  will  revise  the 
categories  of  chemical  substances:  and 


will  make  other  amendments  as  appro¬ 
priate. 

(b)  Section  15(3)  of  TSCA  makes  it 
unlawful  for  any  person  to  fail  or  refuse 
to  submit  information  required  under 
these  reporting  regulations.  In  addition, 
section  15(3)  makes  it  unlawful  for  any 
person  to  fail  to  keep,  and  permit  ac¬ 
cess  to,  records  required  by  these  regu¬ 
lations.  Section  16  provides  that  a  viola¬ 
tion  of  section  15  renders  a  person  liable 
to  the  United  States  for  a  civil  penalty 
and  possible  criminal  prosecution.  Pur¬ 
suant  to  section  17,  the  Government  may 
seek  judicial  relief  to  compel  submittal 
of  section  8(a)  information  and  to 
otherwise  restrain  any  violation  of  sec¬ 
tion  8(a). 

(c)  Each  person  who  reports  under 
these  regulations  shall  permit  access  to, 
and  the  copying  of,  records  that  docu¬ 
ment  information  reported  under  these 
regulations. 

§  710.2  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  terms  shall  have  the  meaning 
contained  in  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  21  U.S.C.  321,  and  the  reg¬ 
ulations  issued  under  such  Act:  “cos¬ 
metic,”  “device,”  “drug,”  “food,"  and 
“food  additive.”  In  addition,  the  term 
“food”  includes  poultry  and  poultry 
products,  as  defined  in  the  Poultry  Prod¬ 
ucts  Inspection  Act,  21  U.S.C.  453;  meats 
and  meat  food  products,  as  defined  in  the 
Federal  Meat  Inspection  Act,  21  U.S.C. 
60;  and  eggs  and  egg  products,  as  defined 
in  the  Egg  Products  Inspection  Act,  21 
U.S.C.  1033.  The  term  “pesticide”  shall 
have  the  meaning  contained  in  the  Fed¬ 
eral  Insecticide,  Fungicide,  and  Rodenti- 
cide  Act,  7  U.S.C.  136,  and  the  regula¬ 
tions  issued  thereunder.  The  following 
terms  shall  have  the  meaning  contained 
in  the  Atomic  Energy  Act  of  1954,  42 
U.S.C.  2014,  and  the  regulations  issued 
thereunder:  “nuclear  byproduct  mate¬ 
rial,”  “nuclear  source  material,"  and 
“special  nuclear  material.”  In  addition, 
“Act”  means  the  Toxic  Substances  Con¬ 
trol  Act,  15  U.S.C.  2061,  et  seq. 

“Administrator”  means  the  Adminis¬ 
trator  of  the  U.S.  Environmental  Protec¬ 
tion  Agency  or  any  employee  of  the 
Agency  to  whom  the  Administrator  may 
either  herein  or  by  order  delegate  his 
authority  to  carry  out  his  functions,  or 
any  person  who  shall  by  operation  of  law 
be  authorized  to  carry  out  such  func¬ 
tions. 

An  “article”  is  a  manufactured  item 
(a)  which  is  formed  to  a  specific  shape 
or  design  during  manufacture,  (b)  which 
has  end  use  function(s)  dependent  in 
whole  or  in  part  upon  its  shape  or  design 
during  end  use,  and  (c)  which  is  func¬ 
tional  in  its  end  use(s)  without  change 
of  chemical  composition  during  its  end 
use:  except  that  (d)  fluids  and  particles 
are  not  considered  articles  regardless  of 
shape  or  design. 

“Byproduct”  means  a  chemical  sub¬ 
stance  produced  without  separate  com¬ 
mercial  intent  during  the  manufacture 
or  processing  of  other  chemical  sub¬ 
stance^)  or  mixture(s) . 

“Chemical  substance”  means  any  or¬ 
ganic  or  inorganic  substance  of  a  par- 


FEDERAL  REGISTER,  VOL.  42,  NO.  148— TUESDAY,  AUGUST  2,  1977 


PROPOSED  RULES 


39191 


ticular  molecular  Identity  Including  (a) 
any  combination  of  such  substances  oc¬ 
curring  In  whole  or  In  part  as  a  result 
of  a  chemical  reaction  or  occurring  in 
nature  and  (b)  any  chemical  element 
or  uncombined  radical,  and  (c)  except 
that  “chemical  substance”  does  not 
include: 

(1)  Any  mixture, 

(2)  Any  pesticide  when  manufactured, 
processed,  or  distributed  in  commerce  for 
use  as  a  pesticide, 

(3)  Tobacco  or  any  tobacco  product, 
but  not  including  any  derivative  prod¬ 
ucts, 

(4)  Any  nuclear  source  material,  spe¬ 
cial  nuclear  material,  or  nuclear  by¬ 
product  material, 

(5)  Any  pistol,  firearm,  revolver, 
shells,  and  cartridges,  and 

(6)  Any  food,  food  additive,  drug, 
cosmetic,  or  device,  when  manufactured, 
processed,  or  distributed  in  commerce 
for  use  as  a  food,  food  additive,  drug, 
cosmetic,  or  device. 

“Commerce”  means  trade,  traffic, 
transportation,  or  other  commercK  (a) 
between  a  place  in  a  State  and  any  place 
outside  of  such  State,  or  (b)  which  af¬ 
fects  trade,  traffic,  transportation,  or 
commerce  described  in  clause  (a) . 

“Distribute  in  commerce”  and  “distri¬ 
bution  in  commerce”  when  used  to  de¬ 
scribe  an  action  taken  with  respect  to  a 
chemical  substance  or  mixture  or  article 
containing  a  substance  or  mixture  mean 
to  sell  or  to  transfer  the  ownership  of 
the  substance,  mixture,  or  article  in  com¬ 
merce,  to  introduce  or  deliver  for  intro¬ 
duction  into  commerce,  or  the  introduc¬ 
tion  or  delivery  for  introduction  into 
commerce  of  the  substance,  mixture,  or 
article;  or  to  hold,  or  the  holding  of. 
the  substance,  mixture,  or  article  after 
its  introduction  into  commerce. 

“EPA”  means  the  U.S.  Environmental 
Protection  Agency. 

“Establishment”  means  an  economic 
unit,  generally  at  a  single  site,  as  defined 
for  purposes  of  the  Standard  Industrial 
Classification  of  Establishments.  There 
may  be  ore  than  one  establishment  at 
a  single  site. 

“Importer”  means  any  person  who  im¬ 
ports  any  chemical  substance  into  the 
customs  territory  of  the  U.S.  and  in¬ 
cludes:  (a)  The  person  primarily  liable 
for  the  payment  of  any  duties  on  the 
merchandise,  or  (b)  an  authorized  agent 
acting  on  his  behalf  (as  defined  in  19 
CFR  1.11). 

“Impurity”  means  a  chemical  sub¬ 
stance  which  Is  unintentionally  present 
with  another  chemical  substance. 

“Intermediate”  means  any  chemical 
substance  (a)  which  is  deliberately  pres¬ 
ent  in  a  chemical  reaction  sequence  used 
to  manufacture  or  process  another 
chemical  substance.  (b>  whose  presence 
is  known  or  reasonably  ascertainable, 
and  (c)  which  could  be  isolated  and 
identified  under  conditions  which  are 
practically  encountered  in  the  environ¬ 
ment. 

“Manufacture”  means  to  produce  or 
manufacture  in  the  United  States  or 
import  into  the  customs  territory  of  the 
United  States. 


“Manufacture,  process,  or  import  ‘for 
commercial  purposes’  ”  means  to  man¬ 
ufacture,  process,  or  import 

(a)  For  distribution  in  commerce, 

(b)  For  use  as  a  catalyst  or  an  inter¬ 
mediate, 

(c)  For  use  by  the  manufacturer,  or 

(d)  For  test  marketing  purposes. 

“Mixture”  means  any  combination  of 

two  or  more  chemical  substances  if  the 
combination  does  not  occur  in  nature 
and  is  not,  in  whole  or  in  part,  "the  re¬ 
sult  of  a  chemical  reaction;  except  that 
“mixture”  does  include  (a)  any  combi¬ 
nation  which  occurs,  in  whole  or  in  part, 
as  a  result  of  a  chemical  reaction  if  none 
of  the  chemical  substances  comprising 
the  combination  is  a  new  chemical  sub¬ 
stance  and  if  the  combination  could 
have  been  manufactured  for  commercial 
purposes  without  a  chemical  reaction  at 
the  time  the  chemical  substances  com¬ 
prising  the  combination  were  combined, 
(b)  hydrates  of  a  chemical  substance  or 
hydrated  ions  formed  by  association  of 
a  chemical  substance  with  water. 

“New  chemical  substance"  means  any 
chemical  substance  which  is  not  includ¬ 
ed  in  the  inventory  compiled  and  pub¬ 
lished  under  subsection  8(b)  of  the  Act. 

“Person”  means  any  natural  or  juridi¬ 
cal  person  including  any  Individual,  cor¬ 
poration,  partnership,  or  association,  any 
State  or  political  subdivision  thereof,  or 
any  municipality,  any  interstate  body 
and  any  department,  agency,  or  instru¬ 
mentality  of  the  Federal  Government. 

“Process”  means  the  preparation  of  a 
chemical  substance  or  mixture,  after  its 
manufacture,  for  distribution  in  com¬ 
merce  (a)  in  the  same  form  or  physical 
state  as,  or  in  a  different  form  or  physi¬ 
cal  state  from,  that  in  which  it  was  re¬ 
ceived  by  the  person  so  preparing  such 
substance  or  mixture,  or  (b)  as  part  of 
an  article  containing  the  chemical  sub¬ 
stance  or  mixture. 

“Processor”  means  any  person  who 
processes  a  chemical  substance  or  mix¬ 
ture. 

“Site”  means  each  contiguous  prop¬ 
erty  unit  where  a  chemical  substance  is 
manufactured  or  processed  whether  or 
not  such  site  is  independently  owned  or 
operated.  Property  divided  only  by  a 
public  right-of-way  shall  be  considered 
one  site.  For  the  purposes  of  Imported 
chemical  substances,  the  site  shall  be  the 
business  address  of  the  importer. 

“Small  manufacturer  or  importer” 
means  a  manufacturer  who  (a)  has  only 
a  single  manufacturing  site,  and  either 
(b)  has  total  annual  sales  of  less  than 
$100,000,  based  on  the  manufacturer's 
latest  complete  fiscal  year  or  (c)  has  no 
more  than  2,000  pounds  annual  produc¬ 
tion  (I.e.,  amount  manufactured  and  im¬ 
ported)  of  each  manufactured  chemical 
substance.  In  the  case  of  a  company, 
which  is  owned  or  controlled  by  another 
company,  such  factors  would  apply  to 
the  parent  company  and  all  companies 
owned  or  controlled  by  it  taken  together. 

“Small  quantities  for  purposes  of  sci¬ 
entific  experimentation  or  analysis  or 
chemical  research  on,  or  analysis  of, 
such  substance  or  another  substance,  in¬ 
cluding  any  such  research  or  analysis  for 


the  development  of  a  product”  (herein¬ 
after  sometimes  shortened  to  “small 
quantities  for  research  and  develop¬ 
ment”)  means  quantities  of  a  chemical 
substance  manufactured  or  processed  or 
proposed  to  be  manufactured  or  proc¬ 
essed  that  (a)  are  no  greater  than  rea¬ 
sonably  necessary  for  such  purposes  and 
(b)  after  (the  effective  date  of  premanu¬ 
facture  notification  requirements),  are 
used  by,  or  directly  under  the  supervi¬ 
sion  of,  a  technically  qualified  individ¬ 
uals). 

“State"  means  any  State  of  the  United 
States,  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the  Vir¬ 
gin  Islands,  Guam,  the  Canal  Zone. 
American  Samoa,  the  Northern  Mariana 
Islands,  or' any  other  territory  or  posses¬ 
sion  of  the  United  States. 

“Technically  qualified  individual” 
means  a  person  who,  because  of  his  edu¬ 
cation,  training,  or  experience,  or  a  com¬ 
bination  of  these  factors,  is  capable  of 
appreciating  the  health  and  environ¬ 
mental  risks  associated  with  exposure  to 
the  chemical  substance  which  Is  used 
under  his  supervision,  and  who  (a)  is  re¬ 
sponsible  for  enforcing  appropriate 
methods  of  conducting  scientific  experi¬ 
mentation,  analysis,  or  chemical  re¬ 
search  in  order  to  minimize  such  risks 
and  (b)  is  responsible  for  the  safety  as¬ 
sessments  and  clearances  related  to  the 
procurement,  storage,  use,  and  disposal 
of  the  chemical  substance  as  may  be  ap¬ 
propriate  or  required  within  the  scope  of 
conducting  the  research  and  develop¬ 
ment  activity. 

“Test  marketing”  means  the  distribu¬ 
tion  of  no  more  than  a  predetermined 
amount  of  a  chemical  substance,  or  mix¬ 
ture  or  article  containing  that  chemical 
substance,  by  a  manufacturer  or  proc¬ 
essor  to  no  more  than  a  defined  number 
of  potential  customers  to  explore  market 
capability  in  a  competitive  situation  dur¬ 
ing  a  predetermined  testing  period  prior 
to  the  broader  distribution  in  commerce. 

“United  States,”  when  used  in  the  geo¬ 
graphic  sense,  means  all  of  the  States, 
territories,  and  possessions  of  the  United 
States. 

§  710.3  Applicability:  Who  must  report; 
who  may  report;  who  may  not  report. 

Paragraphs  (a),  (b),  and  (c)  of  this 
section  identify  the  persons  subject  to 
these  requirements  with  respect  to  re¬ 
porting  chemical  substances  in  accord¬ 
ance  with  S  710.4.  Paragraph  (d)  of  this 
section  identifies  the  persons  who  may 
not  report  chemical  substances  for  the 
inventory. 

(a)  Who  Is  Required  to  Report — (1) 
Manufacturers.  Any  person  who  manu¬ 
factures,  or  has  manufactured  since 
January  1,  1977,  a  chemical  substance(s) 
for  a  commercial  purpose  in  an  estab¬ 
lishment  included  in  the  Chemical  and 
Allied  Products  sector  (as  defined  by 
Standard  Industrial  Classification  (SIC) 
Major  Group  28)  or  Petroleum  Refining 
sector  (as  defined  by  SIC  Group  2911) 
must  report  concerning  the  chemical 
substance  (s)  manufactured  In  that  es¬ 
tablishment. 

(2)  Importers.  Any  person  who  Im¬ 
ports,  or  has  imported  since  January  1, 
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1977,  a  chemical  substance(s)  into  the 
United  States  for  a  commercial  purpose 
must  report  concerning  that  chemical 
substance  (s) . 

(b)  Who  may  report.  (1)  In  addition 
to  those  persons  required  to  report  by 
paragraph  (a)  of  this  section,  any  per¬ 
son  who  has  manufactured,  imported,  or 
processed  a  chemical  substance  for  a 
commercial  purpose  since  January  1, 
1975  may  report  concerning  that  chemi¬ 
cal  substance. 

(2)  If  a  person  manufactured  or  im¬ 
ported  a  chemical  substance  prior  to 
January  1,  1975  but  the  substance  was 
processed  after  that  date,  he  may  report 
that  substance  for  the  inventory  if  he 
certifies  that  the  substance  was  proc¬ 
essed  after  January  1, 1975. 

(3)  A  trade  association  may  report  on 
behalf  of  any  person  who  would  be  per¬ 
mitted  to  report  under  paragraphs 

(b)  (1)  and  (2)  of  this  section.  For  every 
chemical  substance  reported  by  a  trade 
association,  at  least  one  manufacturer, 
processor,  or  importer  must  have  certi¬ 
fied  to  that  trade  association,  and  be 
able  to  document  to  EPA  in  accordance 
with  5  710.1(c),  that  the  chemical  sub¬ 
stance  was  manufactured,  imported,  or 
processed  for  commercial  purposes  since 
January  1,  1975. 

(c)  Who  may  report  after  publication 
of  the  inventory.  During  the  120-day  pe¬ 
riod  after  the  first  publication  of  the 
inventory,  any  person  who  has  proc¬ 
essed  or  used  a  chemical  substance  (in¬ 
cluding  the  manufacture  of  a  mixture 
or  article  containing  that  chemical  sub¬ 
stance)  for  a  commercial  purpose  since 
January  1,  1975  may  report  that  chemi¬ 
cal  substance  if  it  was  not  included  in 
the  inventory. 

Note. — Premanufacture  notification  re¬ 
quirements  under  section  5  for  manufac¬ 
turers  and  importers  of  new  chemical  sub¬ 
stances  will  begin  thirty  (30)  days  after  the 
first  publication  of  the  inventory  and  wUl 
apply  to  all  chemical  substances  not  included 
on  the  first  inventory. 

(d)  Who  may  not  report.  (1)  No  person 
may  report  any  chemical  substance 
which  is  automatically  included  in  the 
inventory  under  §  710.4(b). 

(2)  No  person  may  report  any  chemi¬ 
cal  substance  which  is  excluded  from  the 
inventory  under  paragraphs  (c)  or  (d) 
of  §  710.4. 

(3)  No  person  may  report  any  chemi¬ 
cal  substance  which  has  not  been  manu¬ 
factured,  processed,  or  imported  for  a 
commercial  purpose  since  January  1, 
1975. 

§  710.4  Scope  of  the  Inventory. 

(a)  Chemical  substances  subject  to 
these  regulations.  The  following  chemi¬ 
cal  substances  are  manufactured,  im¬ 
ported,  or  processed  “for  a  commercial 
purpose”; 

Chemical  substances  which  are  manu¬ 
factured,  imported,  or  processed 

(1)  For  distribution  in  commerce, 

(2)  For  use  as  a  catalyst  or  as  an 
intermediate, 

(3)  For  use  by  the  manufacturer,  or 

(4)  For  test  marketing  purposes. 


(b)  Naturally  occurring  chemical  sub¬ 
stances  automatically  included.  Any 
chemical  substance  which  Is  naturally 
occurring  and  which  is  either  unprocess¬ 
ed  or  processed  only  by  manual, 
mechanical,  or  gravitational  means;  by 
dissolution  in  water;  or  by  heating  solely 
to  remove  water,  shall  be  automatically 
included  in  the  inventory  under  the  cate¬ 
gory  “Naturally  Occurring  Chemical 
Substances.”  Examples  of  such  sub¬ 
stances  are:  Cl)  Raw  agricultural  com¬ 
modities;  (2)  water,  air,  natural  gas,  and 
crude  oil;  and  (3)  rocks,  ores,  and  miner¬ 
als. 

(c)  Substances  excluded  by  definition 
or  Section  8(b)  of  TSCA.  The  following 
substances  are  excluded  from  the 
inventory : 

(1)  Any  substance  which  is  not  con¬ 
sidered  a  “chemical  substance”  as  pro¬ 
vided  in  subsection  3(2)  (B)  of  the  Act 
and  in  the  definition  of  “chemical  sub¬ 
stance”  in  §  710.2. 

(2)  Any  mixture  as  defined  in  §  710.2. 
This  term  will  include  alloys,  inorganic 
glasses,  ceramics,  frits,  and  cements,  in¬ 
cluding  Portland  cement. 

(3)  Any  chemical  substance  manu¬ 
factured,  imported,  or  processed  solely 
in  small  quantities  for  research  and  de¬ 
velopment,  as  defined  in  §  710.2. 

(d)  Chemical  substances  excluded 
from  the  inventory.  The  following 
chemical  substances  are  excluded  from 
the  inventory  insofar  as  they  are  not 
manufactured  for  distribution  in  com¬ 
merce  as  chemical  substances  per  se  and 
have  no  commercial  purpose  separate 
from  the  mixture  or  article  of  which  they 
may  be  a  part. 

Note. — In  addition,  chemical  substances 
excluded  here  would  not  be  subject  to  pre- 
manufacture  notification  under  section  5  of 
the  Act. 

(1)  Any  impurity. 

(2)  Any  byproduct  which  has  no  com¬ 
mercial  purpose. 

Note. — A  byproduct  which  has  commer¬ 
cial  value  to  municipal  or  private  organiza¬ 
tions  who  (i)  burn  it  as  a  fuel,  (ii)  dispose  of 
it  as  a  waste,  Including  in  a  landfill  or  for 
enriching  soil,  or  (iU)  extract  component 
chemical  substances  which  may  have  some 
commercial  value,  may  be  included  on  the 
inventory. 

(3)  Any  chemical  substance  which  is 
the  result  of  a  chemical  reaction  that 
may  occur  incidental  to  exposure  of  an¬ 
other  chemical  substance,  mixture,  or 
article  to  environmental  factors  such  as 
air,  moisture,  microbial  organisms,  or 
sunlight. 

(4)  Any  chemical  substance  which  is 
the  result  of  a  chemical  reaction  inci¬ 
dental  to  storage  of  a  chemical  substance 
or  mixture. 

(5)  Any  chemical  substance  which  is 
the  result  of  a  chemical  reaction  that 
may  occur  upon  end  use  of  other  chem¬ 
ical  substances  or  mixtures  such  as  ad¬ 
hesives,  paints,  miscellaneous  cleansers 
or  other  housekeeping  products,  fuels 
and  fuel  additives,  water  softening  and 
treatment  agents,  and  which  Is  not  itself 
manufactured  for  distribution  In 
commerce. 


(6)  Any  chemical  substance  which  is 
the  result  of  a  chemical  reaction  that  oc¬ 
curs  upon  use  of  curable  plastic  or  rub¬ 
ber  molding  compounds,  inks,  drying  oils, 
metal  finishing  compounds,  adhesives, 
paints,  or  other  chemical  substances  used 
to  manufacture  an  article  destined  for 
the  marketplace  without  further  chem¬ 
ical  change  of  the  chemical  substance 
except  for  those  chemical  changes  that 
may  occur  as  described  elsewhere  in  this 
paragraph. 

(7)  Any  chemical  substance  which  oc¬ 
curs  as  the  result  of  a  chemical  reaction 
when  a  stabilizer,  colorant,  odorant,  an¬ 
tioxidant,  filler,  solvent,  carrier,  surfac¬ 
tant  plasticizer  corrosion  inhibitor, 
antifoamer  or  de-foamer,  dispersant, 
precipitation  inhibitor,  binder,  emulsi¬ 
fier,  de-emulsifier,  dewatering  agent,  ag¬ 
glomerating  agent,  adhesion  promoter, 
flow  modifier,  pH  neutralizer,  seques- 
trant,  coagulant,  flocculant,  fire  retard¬ 
ant,  lubricant,  chelating  agent,  quality 
control  reagent,  or  a  chemical  substance 
which  is  solely  intended  to  impart  a 
specific  physico-chemical  characteristic 
functions  as  intended. 

§  710.5  How  to  report. 

(a)  General  instructions.  (1)  Except 
for  small  manufacturers  or  importers, 
any  person  who  is  required  to  report  un¬ 
der  section  710.3(a)  shall  follow  the  re¬ 
porting  procedures  of  paragraphs  (b>, 

(c)  ,  and  (d)  of  this  section. 

(2)  Any  person  who  chooses  to  report 
under  §  710.3(b)  shall  follow  the  report¬ 
ing  procedures  of  paragraphs  (b),  (c), 
and  (d)  (3)  of  this  section.  In  addition, 
the  Agency  encourages  those  persons  to 
report  in  accordance  with  paragraphs 

(d) (1),  (d)(2),  and  (d)  (4  of  this  sec¬ 
tion.  A  trade  association  may  report  ag¬ 
gregated  production  data  under  para¬ 
graph  (d)  (4)  of  this  section. 

(3)  Any  person  who  is  required  to  re¬ 
port  under  §  710.3(a)  and  who  is  a  small 
manufacturer  or  importer  as  defined  in 
5  710.2  shall  follow  the  reporting  proce¬ 
dures  of  paragraphs  (b),  (c),  and 
(d)  (1)  and  (d)  (3)  of  this  section.  In  ad¬ 
dition,  the  Agency  encourages  small 
manufacturers  to  report  in  accordance 
"with  paragraphs  (d)(2)  and  (d)(4)  of 

this  section. 

(b)  Reporting  the  identity  of  a  chem¬ 
ical  substance.  (1)  To  report  a  chemical 
substance,  a  person  shall  first  consult 
the  TSCA  Candidate  List  of  Chemical 
Substances  and  any  amendment  to  the 
Candidate  List. 

(2)  To  report  a  chemical  substance 
found  in  the  Candidate  List,  or  in  an 
amendment  to  the  List,  a  person  must 
complete,  sign,  and  submit  EPA  inven¬ 
tory  reporting  Form  A  (EPA  Form  No. 
— ). 

(3)  To  report  a  chemical  substance  not 
found  in  the  Candidate  List,  or  in  an 
amendment  to  the  list,  a  person  must 
complete,  sign  and  submit  EPA  inven¬ 
tory  reporting  Form  B  (EPA  Form  No. 

(4)  For  assistance  in  using  the  Can¬ 
didate  List  or  the  reporting  forms,  con¬ 
sult  “Guide  to  the  Use  Of  the  TSCA  Can¬ 
didate  List  of  Chemical  Substances  and 
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Instructions  for  Reporting”  published  in 
Appendix  A  of  these  regulations. 

(c)  Reporting  polymers.  (1)  To  report 
a  polymer  a  person  must  list  in  the  de¬ 
scription  of  the  polymer  composition  at 
least  those  monomers  used  at  greater 
than  two  weight  percent  in  the  manufac¬ 
ture  of  the  polymer. 

(2)  Those  monomers  used  at  two 
weight  percent  or  less  in  the  manufac¬ 
ture  of  the  polymer  may  be  included  as 
part  of  the  description  of  the  polymer 
composition. 

(3)  For  purposes  of  this  paragraph, 
the  “weight  percent”  of  a  monomer  is 
the  weight  of  the  monomer  expressed  as 
a  percentage  of  the  weight  of  the  poly¬ 
meric  chemical  substance  manufactured. 

(d)  Reporting  other  information  con¬ 
cerning  a  chemical  substance.  (1)  Desig¬ 
nate  whether  the  person  manufactures, 
processes  and/or  imports  the  chemical 
substance. 

(2)  Report  the  site(s)  at  which  the 
person  manufactures,  processes,  and/or 
imports  the  chemical  substance. 

(3)  Designate  whether  the  person 
manufactures  and  processes  the  chemi¬ 
cal  substances  only  within  a  site  and  does 
not  distribute  the  chemical  substance,  or 
any  mixture  or  article  containing  that 
substance,  for  commercial  purposes  out¬ 
side  that  site. 

(4)  Report  the  amount  of  the  chemical 
substance  which  the  person  manufac¬ 
tured  at  each  site  and/or  imported  dur¬ 
ing  calendar  year  1976.  If  the  person  did 
not  manufacture  or  import  the  chemical 
substance  during  1976,  report  the  amount 
manufactured  and/or  imported  during 
1975  or  projected  for  1977.  If  there  has 
been  no  manufacture  or  importation 


since  January  1, 1975,  report  the  amount 
distributed  to  others  for  any  purpose 
since  that  date. 

(e)  Importers.  (1)  Any  importer  who 
is  required  to  report  or  who  chooses  to 
report  a  chemical  substance  for  the  in¬ 
ventory  may  authorize  the  foreign  sup¬ 
plier  of  an  imported  chemical  sub¬ 
stance  (s)  to  report  to  EPA  on  behalf  of 
the  importer  if  both  the  foreign  supplier 
and  the  importer  sign  the  declarations 
provided  on  the  reporting  form. 

(2)  The  importer  has  the  ultimate  re¬ 
sponsibility  for  reporting  all  information 
required  by  this  part  and  for  the  com¬ 
pleteness  and  truthfulness  of  such  infor¬ 
mation.  If  certain  information  is  not  or 
cannot  be  provided  by  the  foreign  sup¬ 
plier,  it  must  be  provided  by  the  im¬ 
porter. 

§  710.6  When  to  report. 

(a)  All  reports  concerning  chemical 
substances  manufactured,  processed,  or 
imported  for  a  commercial  purpose  dur¬ 
ing  the  period  January  1,  1975  to  (the 
effective  date  of  these  regulations ) 
shall  be  submitted  by  (90  days  after  the 
effective  date  of  these  regulations) . 

(b)  All  reports  concerning  chemical 
substances  which  are  manufactured, 
processed,  or  imported  for  a  commercial 
purpose  for  the  first  time  during  the  pe¬ 
riod  (the  effective  date  of  these  regula¬ 
tions)  to  (the  effective  date  of  premanu¬ 
facture  notification  regulations)  shall  be 
submitted  when  such  manufacturing, 
processing,  or  importation  begins. 

§  710.7  Confidentiality. 

(a)  A  manufacturer,  importer,  or 
processor  may  claim  that  for  a  particu¬ 
lar  chemical  substance  any  or  all  of  the 


following  items  of  information  submitted 
under  this  part  are  entitled  to  confiden¬ 
tial  treatment: 

(1)  Company  name. 

(2)  Site. 

(3)  The  specific  chemical  name  or 
identity. 

(4)  Whether  the  chemical  substance  is 
manufactured,  imported,  or  processed. 

(5)  Whether  the  chemical  substance  is 
manufactured  and  processed  only  with¬ 
in  one  site  and  not  distributed  for  com- 
merical  purposes  outside  that  site. 

(6)  The  quantity  manufactured,  im¬ 
ported.  or  processed. 

<b)  Any  claims  of  confidentiality  must 
accompany  the  information  at  the  time 
it  is  submitted  to  EPA.  The  claims  must 
appear  on  the  form  on  which  the  in¬ 
formation  is  submitted  to  EPA  and  in  the 
manner  prescribed  on  the  form. 

(c)  Any  information  that  is  covered 
by  a  claim  made  as  specified  will  be 
disclosed  by  EPA  only  to  the  extent  per¬ 
mitted  by,  and  by  means  of,  the  proce¬ 
dures  set  forth  in  Part  2  of  this  title 
(41  FR  36902) . 

(d)  If  no  claim  accompanies  the  in¬ 
formation  at  the  time  it  is  submitted 
to  EPA,  the  information  may  be  made 
public  by  EPA  without  further  notice 
to  the  submitter. 

(e)  If  a  claim  of  confidentiality  is  as¬ 
serted  concerning  the  specific  chemical 
name  or  identity  of  a  particular  chemical 
substance,  the  person  making  tire  claim 
shall  furnish  EPA  with  (1)  the  specific 
chemical  name  and  identity  and  (2)  a 
proposed  generic -name  which  is  only  as 
generic  as  necessary  to  protect  the  con¬ 
fidential  identity  of  the  particular 
chemical  substance. 
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